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Project Challenges 
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| Executive Committee 


m Next MeetingsAMP Extended EC: Friday December 18; 10:30 
AM — 12:00 PM Eastern US Time 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Nov 2015 17:59:04 -0500 

To: Dolsten, Mikael 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: RE: Feedback on Parkinson's disease proposal 


Oh dear did | miss your note? Sorry Mikael, and thanks for the timely response! 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 
Sent: Friday, November 13, 2015 5:29 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 


Cc: Collins, Francis (NIH/OD) [€] woe 
Subject: Re: Feedback on Parkinson's disease proposal 
| already responded that we are in general supportive of exploring a PD program within AMP, (@@ 


We would also like to contribute in 


ussing the next step in detailing the program 


Mikael Dolsten, M.D,. Ph.D. 

Pfizer Inc 

President - Worldwide Research and Development 
235 East 42nd Street | Floor 22 

New York, NY 10017-5703 


On Nov 13, 2015, at 11:53 AM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Hi Mikael, sorry to bother you and know you have undoubtedly been extremely busy, but just wanted to 
ask again if you have any insights to share on Pfizer’s view of the AMP PD proposal. Thanks, David 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, November 08, 2015 11:16 AM 

To: ‘Dolsten, Mikael’ <Mikael.Dolsten@pfizer.com> 
Ce: Collins, Francis (NIH/OD) [E] [oe 


Subject: Feedback on Parkinson's disease proposal 
Mikael, just a reminder that you were going to get some internal feedback this week on the Parkinson's 


Disease proposal for AMP submitted by Steve Finkbeiner, whether Pfizer would be potentially 
supportive of it. Please let me know any outcome of those discussions. Thanks, David 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Nov 2015 11:53:09 -0500 

To: Dolsten, Mikael 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: RE: Feedback on Parkinson's disease proposal 


Hi Mikael, sorry to bother you and know you have undoubtedly been extremely busy, but just wanted to 
ask again if you have any insights to share on Pfizer’s view of the AMP PD proposal. Thanks, David 


From: Wholley, David (FNIH) [T] 
Sent: Sunday, November 08, 2015 11:16 AM 
To: 'Dolsten, Mikael' <Mikael.Dolsten@pfizer.com> 


Ce: Collins, Francis (NIH/OD) [E] Moe 


Subject: Feedback on Parkinson's diseese proposal 
Mikael, just a reminder that you were going to get some internal feedback this week on the Parkinson's 


Disease proposal for AMP submitted by Steve Finkbeiner, whether Pfizer would be potentially 
supportive of it. Please let me know any outcome of those discussions. Thanks, David 


NIH - 005740 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Dec 2015 10:45:13 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Feedback on Parkinson's disease proposal 


FYI Ellen Sigal is having a meeting with a bunch of companies next Wednesday the ig" (| will be there) 
to talk about immunotherapies in cancer. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, November 09, 2015 5:00 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: FW: Feedback on Parkinson's disease proposal 


So for PD it sounds as if there might be interest from 


I — but we could test that theory at the EEC meeting. What do 


you think? 


As for Cancer immunotherapy, | have another card up my sleeve — but I’m not quite ready to reveal it 
yet... 


FC 


From: Dolsten, Mikael ito: Mi 

Sent: Sunday, November 08, 2015 11:25 AM 

To: Wholley, David (FNIH) [T] 

Cc: Collins, Francis (NIH/OD) [E] 

Subject: Re: Feedback on Parkinson's disease proposal 


David 
We would be interested in continuing the dialogue on this PD AMP initiative (Oe 
aes | 


We find the draft proposal interesting (i i iiiie.e 
a eS a | 


Best 
Mikael 


Sent from my iPhone 


On Nov 8, 2015, at 8:16 AM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Mikael, just a reminder that you were going to get some internal feedback this week on the Parkinson's 
Disease proposal for AMP submitted by Steve Finkbeiner, whether Pfizer would be potentially 
supportive of it. Please let me know any outcome of those discussions. Thanks, David 
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From: Wholley, David (FNIH) [T] 

Sent: Mon, 30 Nov 2015 20:54:43 -0500 

To: Melencio, Cheryl (FNIH) [T];Buckholtz, Neil (NIH/NIA) [E];Canet-Aviles, Rosa 
(FNIH) [T];Carter, Robert (NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E];Cuss, Francis;Decker, 
Mike;Dolsten, Mikael;Gadbois, Ellen (NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, 
Martin;Hoffmann, Steve (FNIH) [T];Hudson, Kathy (NIH/OD) [E];Katz, Stephen |. (NIH/NIAMS) [E];Lea, 
Allison (NIH/OD) [C];Li, Rose;Lifton, Richard;Lundberg, Jan;Rodgers, Griffin (NIH/NIDDK) [E];Serrate- 
Sztein, Susana (NIH/NIAMS) [E];Smith, Philip (NIH/NIDDK) [E];Sorrow, Kathleen;Spear, Nicole (FNIH) 
[T];Stein, Peter;Terry, Sharon MA;Whitaker, Sanya (FNIH) [T];Jones-Davis, Dorothy (FNIH) [T] 

Ce: Boskent, Celeste (NIH/OD) [E];Bronson, Charlette (NIH/NIA) [E];Cappello, 
Elizabeth;Clark, Katie;Craver, Stephanie (NIH/NIAMS) [E];Doswell, Greta (NIH/OD) [E];Edmonds, 
Pamela;Fraser, Christe (NIH/NIAMS) [C];Gwaldis, Janice;McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry 
(NIH/NIAMS) [E];Murza, Tanya;Parpana, Sarah (NIH/NIDDK) [C];Poole, Charlene (NIH/NIDDK) 
[E];Protasiewicz, Ann;Schulke, Hilda (N'H/OD) [E];Sheehan, Joan (NIH/NIA) [E];Wilkerson, Anita D. 
(NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra 


Subject: RE: Materials for December 1 AMP Executive Committee Teleconference 
Attachments: AMP Parkinson's disease proposal executive summary 11-30-15.docx 
Importance: High 


Please see one additional item for discussion during tomorrow’s meeting: an executive summary of the 
Parkinson’s disease proposal that we had discussed on our October 30 call, for potential distribution to 
the Extended EC. 


David Wholley 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Monday, November 30, 2015 3:45 PM 

To: Buckholtz, Neil (NIH/NIA) [E] GG; canet-Aviles, Rosa (FNIH) [T] <rcanet- 
aviles@fnih.org>; Carter, Robert (NIH/NIAMS) [E] {9G collins, Francis (NIH/OD) 
(E] NG; cuss, Francis <francis.cuss@bms.com>; Decker, Mike 
<michael.w.decker@abbvie.com>; Dolsten, Mikael <mikael.dolsten@pfizer.com>; Gadbois, Ellen 


(NIH/OD) [E] NG; Hodes, Richard (NIH/NIA) [E] Oe; Hodge, 
Martin <martin.hodge@pfizer.com>; Hoffmann, Steve (FNIH) [T] <shoffmann@fnih.org>; Hudson, Kathy 
(NIH/OD) [E] I NOG>; Katz, stephen I. (NIH/NIAMS) [E] (ow; 
Lea, Allison (NIH/OD) [C] <allison.lea@nih.gov>; Li, Rose <rose.li@roseliassociates.com>; Lifton, Richard 
<richard.lifton@yale.edu>; Lundberg, Jan <lundberg_jan@lilly.com>; Rodgers, Griffin (NIH/NIDDK) [E] 
<GriffinR@extra.niddk.nih.gov>; Serrate-Sztein, Susana (NIH/NIAMS) [E] Se; smith, 
Philip (NIH/NIDDK) [E] S99; sorrow, Kathleen 

<kathleen.sorrow @roseliassociates.com>; Spear, Nicole (FNIH) [T] <nspear@fnih.org>; Stein, Peter 
<peter.stein@merck.com>; Terry, Sharon MA <sterry@geneticalliance.org>; Whitaker, Sanya (FNIH) [T] 
<swhitaker@fnih.org>; Wholley, David (FNIH) [T] <dwholley@fnih.org>; Jones-Davis, Dorothy (FNIH) [T] 
<djones-davis @fnih.org> 

Ce: Boskent, Celeste (NIH/OD) [E] <boskentc@od.nih.gov>; Bronson, Charlette (NIH/NIA) [E] 
PYG; Cappello, Elizabeth <elizabeth.cappello@yale.edu>; Clark, Katie 
<katie.bruggeman@abbvie.com>; Craver, Stephanie (NIH/NIAMS) [E] Oe; Doswell, 
Greta (NIH/OD) [E] (yySedmonds, pamela <edmonds_pamela_j@lilly.com>; 


NIH - 005742 


Fraser, Christe (NIH/NIAMS) [C] OG; Gwaldis, Janice 

<janice_gwaldis@merck.com>; McManus, Ayanna (NIH/OD) [E] BG; Melencio, 

Cheryl (FNIH) [T] <cmelencio@fnih.org>; Meltzer, Sherry (NIH/NIAMS) [E] 
Murza, Tanya <tmurza@geneticalliance.org>; Parpana, Sarah 


FRE KC 

(NIH/NIDDK) [C]/ BG; Poole, Charlene (NIH/NIDDK) [E] 
EO Protasiewicz, Ann <ann.protasiewicz@pfizer.com>; Schulke, Hilda 
(NIH/OD) [E] (EOE >; sheehan, Joan (NIH/NIA) (E] TA ; 
Wilkerson, Anita D. (NIH/NIDDX) (€] {0 @G; wood, Gretchen (NIH/OD) [E] 
PNG; Zander, Debra <debra.zander@bms.com> 


Subject: Materials for December 1 AMP Executive Committee Teleconference 


Good afternoon, 


Attached are the materials for tomorrow morning's call which will be held at 8 a.m. Eastern time. Dial 
in credentials: 


(PNG France: 0805 770 131 Participant Code: (HH Moderator Code: HOGG 
Project Code: (GV) 


We look forward to speaking with you. 

Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 


industry standards. 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments is strictly prohibited; 
please delete the e-mail and attachments immedictely. 
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Accelerating Medicines Partnership (AMP) 
Summary of New Program Proposal: AMP for Parkinson’s Disease 


Context: 

The FNIH has received a concept-level proposal from several academic and NIH investigators to add a 
target validation program in Parkinson's disease (PD) to AMP. The proposal was discussed with the AMP 
Executive Committee on October 30, with the three AMP industry executives on the EC agreeing to vet 
the proposal (and the general idea of covering PD in AMP) within their companies. Two of the 
companies—Lilly and Pfizer—have indicated they would consider funding and participating in this or a 
similarly focused proposal in PD. The AMP EC is asking you to consider whether your company would 
consider supporting this or a similar proposal as a new program area within AMP. 


If the EC receives sufficient interest to support a proposal, FNIH will manage an accelerated version over 
the next ~6 months of the process used to plan the three existing AMP initiatives, convening an expert 
panel of scientists drawn from NIH, industry, and academic and non-profit organizations to refine the 
concept, and then a smaller group representing NIH and private sector partners interested in funding 
the initiative to write a specific research plan suitable for final approval by the Extended EC. 


Summary of the Current Proposal: 
Submitters: Steven Finkbeiner, Director, Taube/Koret Center for Neurodegenerative Disease at UCSF 
Mark Cookson, Senior Investigator, National Institutes of Aging, NIH 
Andy Singleton, National Institutes of Aging, NIH 
Cost and Timing of Initiative: $30 million in direct costs over 5 years (~50/50 split NIH/private sector) 
Overview of Proposed Research Plan: Develop a fully human preclinical pipeline to Identify, validate and 
de-risk novel PD therapeutic targets by pursuing five specific objectives: 
1) Prioritize targets for further validation from genomics studies by the International Genomics PD 
Consortium (IGPDC) and from biomarker studies by NINDS and the Michael J. Fox Foundation. 
2) Perturb nominated targets in human PD iPSC-derived neurons and assay against molecular and 
cellular phenotypes with imaging and -omics. 
3) Integrate the primary analyses using bioinformatics tools to generate a network motel of putative PD 
gene effects. 
4) Further validate selected PD genes and genetic variants in human dopaminergic iPSC-derived neurons 
with genome engineering, simple organisms and pharmacologic tools, and against human PD samples. 
5) Guide additional PD gene discovery by the IGPDC by, for example, nominating likely pathogenic genes 
for resequencing approaches. 


All data and results will be made available for AMP participants and the research community via data 
management portals developed or identified as part of the program. The key deliverables from the 
program would be: 

1) Potential therapeutic targets for PD, with functional validation performed for specific genes and 
genetic variants established for PD by the IPDGC. 

2) Potential biomarkers for PD, with biomarkers samples and databases integrated with genetic 
discoveries and used to prioritize genetic variants before and after functional validation. 

3) Resources, tools, and capabilities for industry and the research community, including a well- 
annotated PD variant database, new and improved model systems and phenotypic assays for the study 
of PD pathogenesis and for drug discovery and development, and biomarker assays, HT platforms, and 
capacity to develop therapeutic targets that emerge from the AMP PD program. 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 26 Oct 2015 21:43:55 -0400 
To: Koroshetz, Walter (NIH/NINDS) [E] 
Ce: Collins, Francis (NIH/OD) [E] 
Subject: Re: Parkinson's submission for AMP. 
Hi Walter- 


Thanks for your note. | discussed with Francis this afternoon the fact that the proposal had 
been submitted and he asked for your thoughts about it prior to discussion with the AMP EC on 
Friday, so | thought forwarding this note was best way forward. 

David 

Sent from my BlackBerry 10 smartphone. 

From: Koroshetz, Walter (NIH/NINDS) [E] 

Sent: Monday, October 26, 2015 4:55 PM 

To: Wholley, David (FNIH) [T] 

Subject: Re: Parkinson's submission for AMP 


dear Dave 
have had discussions with our staff and emails with Steve Finkbeiner. 
In short: 


Sent from my iPhone 
On Oct 20, 2015, at 9:25 AM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Walter, just a reminder you were going to take a look at this and indicate how you’d like to handle it. As 
| mentioned it is a bit delicate because anyone (including Finkbeiner et al) can submit an idea to AMP 
and the EC has to consider it and respond. Support—or lack thereof—from NIH however is of course a 
major factor in whether it would be successful. I’d like to give some sense of where this stands to 
Francis Collins by the time of my EC pre-call with him Monday. Of course you can also discuss directly 
with Francis—please just let me know how you'd like to handle. 


NIH - 005745 


Thanks, 
David 


NIH - 005746 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 2 Nov 2015 21:21:16 -0500 
To: Koroshetz, Walter (NIH/NINDS) [E] 
Ce: Collins, Francis (NIH/OD) [E] 
Subject: RE: Parkinson's submission for AMP. 
Walter, 


| wanted to let you know that we discussed the Finkbeiner proposal in Friday's AMP EC call, although not 
at great length or in depth given time constraints, 


let you know when | have something more concrete to report. Please don’t hesitate to reach out with 
any further comments or questions in the meantime. 


David 


From: Koroshetz, Walter (NIH/NINDS) [E] 
Sent: Monday, October 26, 2015 4:55 PM 
To: Wholley, David (FNIH) [T] 

Subject: Re: Parkinson's submission for AMP 


dear Dave 
have had discussions with our staff and emails with Steve Finkbeiner. 
In short: 


Walter 


NIH - 005747 


NINDS and MJ Fox do have active bio marker initiatives. 
Sent from my iPhone 
On Oct 20, 2015, at 9:25 AM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Walter, just a reminder you were going to take a look at this and indicate how you'd like to handle it. As 
| mentioned it is a bit delicate because anyone (including Finkbeiner et al) can submit an idea to AMP. 
and the EC has to consider it and respond. Support—or lack thereof—from NIH however is of course a 
major factor in whether it would be successful. I’d like to give some sense of where this stands to 
Francis Collins by the time of my EC pre-call with him Monday. Of course you can also discuss directly 
with Francis—please just let me know how you’d like to handle. 

Thanks, 

David 


NIH - 005748 


From: Wholley, David (FNIH) [T] 

Sent: Fri, 25 Mar 2016 08:25:10 -0400 

To: Melencio, Cheryl (FNIH) [T];Buckholtz, Neil (NIH/NIA) [C];Canet-Aviles, Rosa 
(FNIH) [T];Carter, Robert (NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E];Cuss, Francis;Decker, 
Mike;Devaney, Stephanie (NIH/OD) [E];Dolsten, Mikael;Gadbois, Ellen (NIH/OD) [E];Hodes, Richard 
(NIH/NIA) [E];Hodge, Martin;Hoffmann, Steve (FNIH) [T];Hudson, Kathy (NIH/OD) [E];Hutton, 
Mike;Jones-Davis, Dorothy (FNIH) [T];Katz, Stephen |. (NIH/NIAMS) [E];Lifton, Richard;Lundberg, 
Jan;Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip (NIH/NIDDK) [E];Terry, Sharon MA;Vassileva, Maria 
(FNIH) [T];Whitaker, Sanya (FNIH) [T] 

Subject: AMP AD tau costs 

Attachments: AMP-AD tau remaining expenses Feb 2016.pptx 


FYI, as just discussed here is the breakdown of the remaining tau cost requirements as 


presented to (MI. David 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 26 Feb 2016 10:07:46 -0500 
To: Cuss, Francis 

Ce: Collins, Francis (NIH/OD) [E] 
Subject: AMP at HEVER 


Dear Francis: 


| apologize, as it did not come up until the very end of the AMP EC call this morning when you had 
probably dropped off the call, but Francis Collins brought up the issue of whether there should be some 
presentation or discussion of AMP at the next HEVER meeting in late April. | thought you might want to 
discuss this further with Francis. Please let me know if | can be of any help. 


Thanks, 
David 


NIH - 005752 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 26 Jan 2016 09:44:48 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Di Mantova, Emma (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T];Lea, Allison (NIH/OD) [C];Gadbois, Ellen (NIH/OD) [E] 

Subject: AMP EC pre-call materials for today 

Attachments: AMP EC Slides Jan 29 2016 DRAFT.pptx, Copy of Jan 29 AMP EC Attendance.x\sx, 


2015_12_18 AMP Extended EC telecon near final draft.docx, 2015 Dec 1 AMP EC teleconference 
minutes_final draft.docx 


Dear Francis— 
Here are the slides for today’s AMP EC pre-call. | have also attached the current attendee status 
spreadsheet and the meeting minutes from the last two calls (EC and Extended EC) we plan to distribute 


for Friday’s call. Look forward to our discussion. 


David 
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Action Items from Dec. 1 AMP EC and Dec. 18 AMP Ext. 
EC Meeting 
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Accelerating Medicines PartnershipRA/SLE 


FNIH 


Foundation for the 
National Institutes of Health 


RA/SLE Project Timeline 
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Accelerating Medicines PartnershipType 2 
Diabetes 


FNIH 


Foundation for the 
National Institutes of Health 
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T2D Steering Committee Update: Meetings 
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Accelerating Medicines PartnershipAlzheimer’s 
Disease 


FNIH 


Foundation for the 
National Institutes of Health 


| IAMP-AD SC Update 
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AMP-AD SC Update Project B (ctnd.) 
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| Executive Committee 


m Next MeetingsAMP EC: Friday February 26; 8:00 AM — 9:00 
AM Eastern US Time 
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Melencio, Cheryl (FNIH) [T] Meeting Organizer 
Buckholtz, Neil (NIH/NIA) [E] . ired Attendee 
Canet-Aviles, Rosa (FNIH) [T] ‘equired Attendee 


Boisten, Mikael equired Attendee 
Hodes, Richard (NIH/NiA) fe] ‘equired Attendee ‘Accepted 


Hodge, Martin. or" Required Attendee 


Katz, Stephen I. (NIH/NIAMS) [E] ‘equired Attendee Declined” fout of country 
undberg, Jan equired Attendee Declined 
Ryan, Laurie (NIH/NIA) equired Attendee 


‘equired Attendee 


Whitaker, Sanya (FNIH) 
Wholley, David (FNIH) [ 
ea, ‘Allison (NiH/O0) (¢} 
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Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Extended Executive Committee 
Teleconference Meeting Minutes 


Friday, December 18, 2015 
10:30 a.m. — 12:00 p.m. ET 
Participants 


Neil Buckholtz (NIH/NIA), Lon Cardon (GSK), Maria Carillo (Alzheimer’s Association), Robert Carter 
(NIH/NIAMS), Bill Chin (PhRMA), Francis Collins (NIH/OD), Michael Decker ( ie), Mikael Dolsten 
(Pfizer), Ellen Gadbois (NIH/OD), Ellen Goldmuntz (NIH/NIAID), Tim Harri en), James Hendrix 
(Alzheimer’s Association), Richard Hodes (NIH/NIA), Marty Hodge (| loffmann (FNIH), 
Dorothy Jones-Davis (FNIH), Stephen Katz (NIH/NIAMS), Allison lea List (Janssen), Jan 
Lundberg (Lilly), Eryn Marchiolo (Rheumatology Research 

Nabel (Sanofi), Dina Paltoo (NIH/OD), Marlon Pragnell (JDRF! 

Rotrosen (NIH/NIAID), Laurie Ryan (NIA), Susana Serrate- 

Nicole Spear (FNIH), Peter Stein (Merck), Sanya Fanous 

Woodcock (FDA) 


Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Core Executive Committee 
Teleconference Meeting Minutes 
Tuesday, December 1, 2015 
8:00 a.m. — 9:00 a.m. ET 


Participants: 


Neil Buckholtz, Robert Carter, Francis Collins, Michael Decker, Mikael Dolsten, Sanya Fanous 
Whitaker, Ellen Gadbois, Richard Hodes, Martin Hodge, Steve enyan , Dorothy Jones-Davis, 


Stephen Katz, Alison Lea, Jan Lundberg, Griffen Rodgers, Laurie 
Philip Smith, Nicole Spear, David Wholley y 4 


Susana Serrate-Sztein, 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 27 Jun 2016 17:25:55 -0400 
To: Collins, Francis (NIH/OD) [E];Dolsten, Mikael 
Subject: AMP Extended EC meeting 


Mikael and Francis: 

Thank you very much for leading the call—it was great to be able to have you both on the line for the 
whole call. | am curious what you thought of the call and whether there is anything I/we can do better. 
(My own take is that we got through the entire agenda, which is | guess a victory of sorts!) | polled my 
team as well—they thought the call went well, only suggestion was to make sure we remember to ask 
questions of the non-profits as well as the companies. 


Please let me know, and thanks again 


David 


NIH - 005790 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 22 Jun 2016 17:13:34 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Melencio, Cheryl (FNIH) [T];Boskent, Celeste (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E] 

Subject: AMP Extended EC review 


Francis, slides should be out shortly for this. Mindful that you said you will be in the car, | just wanted to 
forewarn you that one of the T2D slides will actually trigger a short canned demo of the Knowledge 
Portal — but only if you are viewing the Powerpoint in Slideshow mode. It is possible that Goncalo 
Abecasis (who is at NIH giving a lecture that day) may narrate the demo during the actual Extended EC 
meeting; if not Phil Smith will do it. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 8 May 2016 22:14:39 -0400 

To: 

Ces Collins, Francis (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T] 
Subject: Accelerating Medicines Partnership in Parkinson's Disease 


Dear (1) 


Thank you for your support to date for pursuing an AMP initiative in Parkinson’s Disease. Thanks partly 


to this | have great mews: we [illic 


to move to the next step. As you may recall from our discussions, this will involve FNIH convening a 
Technical Working Group consisting of scientific representatives from each of the partners as well as 4-5 
key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (While the proposal we received from yy yyy gives us a view 
of how we might proceed, it remains at this point just an illustration of one direction we may end up 
taking.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of | ®@iproposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent ((@)@) voting presence 
on the committee.) Also, NINDS has proposed 

as one of the co-chairs for the Working Group. If you have suggestions for 
the other co-chair (who can be either from industry or academia) please let me know. 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to company leadership 
to support their initial investment decisions. 


Assuming a successful conclusion to ths first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 
David Wholley 


NIH - 005792 


Director, Research Partnerships 
Foundation for the National Institutes of Health 


NIH - 005793, 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 8 May 2016 22:13:31 -0400 

To: 

Ces Collins, Francis (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T] 

Subject: Accelerating Medicines Partnership initiative in Parkinson's Disease 


Dearfi®), 


Thank you for your support to date for pursuing an AMP initiative in Parkinson’s Disease. Thanks partly 
to this | have great mews: we [illic 
eB a ae) are ready 
to move to the next step. As you may recall from our discussions, this will involve FNIH convening 
aTechnical Working Group consisting of scientific representatives from each of the partners as well as 4- 
5 key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (While the proposal we received from yyy gives us a view 
of how we might proceed, it remains at this point just an illustration of one direction we may end up 
taking.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of /(@)@) proposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent (@)@ voting presence 
on the committee.) Also, NINDS has proposed 

group, as one of the co-chairs for the Working Group. If you have suggestions for 
the other co-chair (who can be either from industry or academia) please let me know. 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to company leadership 
to support their initial investment decisions. 


Assuming a successful conclusion to ths first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 
David Wholley 


NIH - 005794 


Director, Research Partnerships 
Foundation for the National Institutes of Health 


NIH - 005795, 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 10 May 2016 09:42:55 -0400 

To: 

Ce: Collins, Francis (NIH/OD) [E];Koroshetz, Walter (NIH/NINDS) [E];Sutherland, 
Margaret (NIH/NINDS) [E];Canet-Aviles, Rosa (FNIH) [T] 

Subject: Accelerating Medicines Partnership initiative in Parkinson's Disease 
Dear), 


Thank you for your interest to date in pursuing an AMP initiative in Parkinson's Disease. Thanks partly 
to this | have great news: we i is 

are ready 
to move to the next step. As you may recall from our discussions, this will involve FNIH convening 
aTechnical Working Group consisting of scientific representatives from each of the partners as well as 4- 
5 key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (As | have previously noted, the proposal we received from J yyyyoe@ 
Hy provides an excellent jumping off point but must be considered as illustrative for the purposes 
of this effort.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of) (@)@ proposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent ((@@ final views on 
the committee.) We are also seeking to add 4-5 key academic opinion leaders to the Working Group, 
and to designate two co-chairs (one from industry and one from academia), so if you have suggestions 
for any of these please pass them along. 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to leadership at the 
private sector partners to support their initial investment decisions. 


Assuming a successful conclusion to this first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 


NIH - 005796 


David Wholley 
Director, Research Partnerships 
Foundation for the National Institutes of Health 


NIH - 005797 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 9 May 2016 14:50:43 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: API-apoE4 background.pptx 
Attachments: API-apoE4 background.pptx 


Francis 


. David 


Partners for Innovation, Discovery, Health | www.fnih.org 1 


Foundation forthe 
National inatites of Heath 


Partners for Innovation, Discovery, Health | www.fnih.org 2 
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From: Wholley, David (FNIH) [T] 


Sent: Sat, 21 May 2016 10:32:37 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Automatic reply: 


| am out of the office fii TTTTTNNNTIKG) and will only be checking email occasionally. Please contact 
Cheryl Melencio at cmelencio@ fnih.org or 301-402-4970 if you have an urgent matter. 


NIH - 005803 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 1 Feb 2016 19:13:12 -0500 

To: Collins, Francis (NIH/OD) [E];Dolsten, Mikael;Katz, Stephen |. (NIH/NIAMS) 
[E];Hodge, Martin;Carter, Robert (NIH/NIAMS) [E] 

Ges Hoffmann, Steve (FNIH) [T] 

Subject: low) ii i i i iii i i iii. 
Dear all: 


Thanks, David 
Sent from my BlackBerry 10 smartphone. 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 26 Feb 2016 10:53:33 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: AMP 


Please let me know how you'd like to proceed. 
Sent from my BlackBerry 10 smartphone. 


From: Cuss, Francis <francis.cuss@bms.com> 
Sent: Friday, February 26, 2016 10:47 AM 
To: Wholley, David (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: RE: AMP | IGG) 


David, 
My apologies. 
Having waited patiently to the end of the call, | managed to cut myself off when | tried to unmute! 


Best, 
Francis 


From: Wholley, David (FNIH) [1] [mailto:dwholley@fnih.org] 
Sent: Friday, February 26, 2016 10:08 AM 

To: Cuss, Francis <francis.cuss@bms.com> 

Ce: Collins, Francis (NIH/OD) [EI oo 
Subject: AMP OO 


Dear Francis: 


NIH - 005805 


should be some presentation or discussion of AMP at the next HEVER meeting in late April. | 
thought you might want to discuss this further with Francis. Please let me know if | can be of 
any help. 


Thanks, 
David 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 
any attachments by an individual or entity other than the intended recipient is prohibited. 


NIH - 005806 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 24 Mar 2016 09:19:16 -0400 

To: edmonds_pamela_j@lilly.com 

Ces Collins, Francis (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 
Subject: FW: AMP Executive Committee Teleconferences 
Pamela, 


Might it be possible for Jan to join at least the first 15-20 minutes of the call tomorrow 
morning? We have a few strategic items for discussion at that end of the call, and it would be 
great to have him involved if at all possible. Thank you, 

David Wholley 


-----Original Appointment----- 

From: Pamela J Edmonds [mailto:edmonds pamela j@lilly.com] On Behalf Of Jan Lundberg 
Sent: Wednesday, March 23, 2016 12:27 PM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: Declined: AMP Executive Committee Teleconferences 

When: Occurs the last Friday of every 1 month(s) effective 3/25/2016 until 2/24/2017 from 

8:00 AM to 9:00 AM Eastern Standard Time. 

Where: @@ France: 0805 770 131 Participant Code: (GO Moderator Code: 


PO Project code: WO 


Cheryl, Dr. Lundberg has a conflict and will not be available to attend. Thanks, Pam 


NIH - 005807 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 24 Mar 2016 16:14:45 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: AMP Executive Committee Teleconferences 


Interesting response. | can say yes certainly, update him on the call etc. 
Sent from my BlackBerry 10 smartphone. 

From: Pamela J Edmonds <edmonds_pamela_j@lilly.com> 

Sent: Thursday, March 24, 2016 3:09 PM 

To: Wholley, David (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 

Subject: RE: AMP Executive Committee Teleconferences 


David, 
Jan has a priority meeting from 8:00-9:00. Could he speak with you privately at 9:30? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | NENG (mobile) 
pie@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (Including all 
may contain confidential information. Any unauttorized review. 
are not the intended recipient, please contact the sender by reply e-mai 


fachments) is for the sole use of the intended recipient(s) and 
isclosuro, copying or distribution ictly prohibited. If you 
nd destroy all copies of the original message. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 
Sent: Thursday, March 24, 2016 9:19 AM 

To: Pamela J Edmonds 

Ce: Collins, Francis (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 
Subject: FW: AMP Executive Committee Teleconferences 


Pamela, 

Might it be possible for Jan to join at least the first 15-20 minutes of the call tomorrow morning? We 
have a few strategic items for discussion at that end of the call, and it would be great to have him 
involved if at all possible. Thank you, 

David Wholley 


-----Original Appointment----- 
From: PamelaJ Edmonds [mailto:edmonds pamela j{@lilly.com] On Behalf Of Jan Lundberg 
Sent: Wednesday, March 23, 2016 12:27 PM 


NIH - 005808 


To: Melencio, Cheryl (FNIH) [T] 
Subject: Declined: AMP Executive Committee Teleconferences 


When: Occurs the last Friday of every 1 month(s) effective 3/25/2016 until 2/24/2017 from 8:00 AM to 
9:00 AM Eastern Standard Time. 


Where: 9G France: 0805 770 131 Participant Code{//(@GO Moderator Code: OO 
Project Code: BO 


Cheryl, Dr. Lundberg has a conflict and will not be available to attend. Thanks, Pam 


NIH - 005809 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 20 Jun 2016 17:03:37 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: AMP 


Hi Francis. Can you give me any context for this? How would you like me to handle? David 
Sent from my BlackBerry 10 smartphone. 
Original Message 
From: 
Sent: Monday, June 20, 2016 2:56 PM 
To: Wholley, David (FNIH) [T] 
Subject: AMP. 


Hi David. 


If true, might we have a quick chat before 
the AMP call early next week? 
Kind regards, 


NIH - 005810 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 8 May 2016 22:12:27 -0400 

To: Dolsten, Mikael 

Ces Collins, Francis (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T] 
Subject: AMP Parkinson's Disease Initiative 

Dear Mikael, 


Thank you for your support to date for pursuing an AMP initiative in Parkinson’s Disease. Thanks partly 


to move to the next step. As you may recall from our discussions, this will involve FNIH convening a 
Technical Working Group consisting of scientific representatives from each of the partners as well as 4-5 
key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (While the proposal we received from yy yyy gives us a view 
of how we might proceed, it remains at this point just an illustration of one direction we may end up 
taking.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of |) proposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent //@@ voting presence 
on the committee.) Also, NINDS has proposed 

, as one of the co-chairs for the Working Group. If you have suggestions for 
the other co-chair (who can be either from industry or academia) please let me know. 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to company leadership 
to support their initial investment decisions. 


Assuming a successful conclusion to ths first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 
David Wholley 


NIH - 005811 


Director, Research Partnerships 
Foundation for the National Institutes of Health 


NIH - 005812 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 8 May 2016 22:16:47 -0400 

To: 

Ces Collins, Francis (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T] 
Subject: AMP Parkinson's Disease Initiative 


Dear {i®), 


Thank you for your support to date for pursuing an AMP initiative in Parkinson’s Disease. Thanks partly 
to this | have great mews: we [illite 
a Fa EY and are ready 
to move to the next step. As you may recall from our discussions, this will involve FNIH convening a 
Technical Working Group consisting of scientific representatives from each of the partners as well as 4-5 
key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (While the proposal we received from (yyy gives us a view 
of how we might proceed, it remains at this point just an illustration of one direction we may end up 
taking.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of |) @)@) proposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent | @@ voting presence 
on the committee.) Also, NINDS has proposed 

as one of the co-chairs for the Working Group. If you have suggestions for 
the other co-chair (who can be either from industry or academia) please let me know. 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to company leadership 
to support their initial investment decisions. 


Assuming a successful conclusion to ths first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 
David Wholley 


NIH - 005813 


Director, Research Partnerships 
Foundation for the National Institutes of Health 


NIH - 005814 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 21 Jun 2016 11:01:54 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Koroshetz, Walter (NIH/NINDS) [E];Sutherland, Margaret (NIH/NINDS) [E];Canet- 
Aviles, Rosa (FNIH) [T] 

Subject: AMP PD progress and Technical Working Group Co-chairs 

Hi Francis: 


| wanted to give you a brief update on where things stand with developing a plan for AMP PD and ask 
your advice on one issue. 


Overall | think things are progressing smoothly. Our biggest challenge as expected has been finding a 
date when we can get the “Technical Working Group” (as we called it back in TVC days) together to 
meet in person to establish key elements of the white paper. After lots of trying for a June or July date 
we have settled on a full day in-person meeting on August 11 in downtown Washington. The current 
TWG roster, which was put together in consultation with NINDS, MJFF, and the companies, is as follows: 


Co-chairs 

* Industry co-chair TBD 

* Academic co-chair TBD 

EC Liaison 

* Walter Koroshetz (NIH/NINDS) 
Members 

* Tedd Dawson (JHU) 

* Steve Finkbeiner (UCSF/Gladstone) 

* Wade Harper (Harvard) 

@ Ken Marek (Yale) 

* Min Li (GSK) 

* Andreas Meier (Pfizer) 

* Allison Lea (NIH/OD) 

* Clemens Scherzer (Harvard) 

* Todd Sherer (Michael J. Fox Foundation) 
* Andrew Siderowf (Lilly) 

* David Stone (Merck) 

* Marg Sutherland (NIH/NINDS) 

* David Vaillancourt (University of Florida) 


We have held 30-minute orientation calls describing AMP, the proposed PD arm, and the process for 
defining a research plan to about half of the participants so far and should have everyone covered 
within the next week or so. Marg Sutherland from NINDS has participated on several of the calls. Calls 
have gone well, lots of enthusiasm and positive energy; those who have read the {IO proposal so 
far seem to think it offers a reasonable starting point. 


We need to name co-chairs for the group, and Rosa Canet-Aviles and | have asked several of the 


partners, particularly NINDS and MJFF, for ideas. The consensus seems to be that OGIO 
(MM would make the best academic co-chair; he has stature in the field, ability to keep an objective 


NIH - 005815 


outlook, and seems willing to roll up his sleeves. We qualified his interest on our phone call with him 
yesterday and he would be enthusiastic to serve. Qualifications are as follows: 


We got less input on the industry co-chair choice, as the industry representatives to the Technical 
Working Group appear to be a bit less well known; however one or two folks mentioned 

(EB as 2 go0d choice, and in our orientation call with him we found him knowledgeable and well- 
connected. | think picking him would also help in cementing [GMB support of the AMP PD initiative: 


If David is unable or unwilling to serve as co-chair our second choice would be TOGO 


Francis, does this sound acceptable to you? Shall | circulate a version of this note to the rest of the EC to 
get their thoughts/approval so we can confirm these two co-chairs? 


Thanks, David 


NIH - 005816 


From: Wholley, David (FNIH) [T] 

Sent: Tue, 21 Jun 2016 22:56:18 -0400 

To: Collins, Francis (NIH/OD) [E];Cuss, Francis;Dolsten, Mikael;Hodes, Richard 
(NIH/NIA) [E];Hudson, Kathy (NIH/OD) [E];Katz, Stephen |. (NIH/NIAMS) [E];Koroshetz, Walter 
(NIH/NINDS) [E];Lifton, Richard;Lundberg, Jan;Rodgers, Griffin (NIH/NIDDK) [E];Terry, Sharon MA 
Ce: Boskent, Celeste (NIH/OD) [E];Bronson, Charlette (NIH/NIA) [E];Cappello, 
Elizabeth;Craver, Stephanie (NIH/NIAMS) [E];Doswell, Greta (NIH/OD) [E];Edmonds, Pamela;Yuliya 
lIchyk;Melencio, Cheryl (FNIH) [T];Meltzer, Sherry (NIH/NIAMS) [E];Morgan, Emily (FNIH) [T];Tanya 
Murza;Poole, Charlene (NIH/NIDDK) [E];Protasiewicz, Ann;Schulke, Hilda (NIH/OD) [E];Sheehan, Joan 
(NIH/NIA) [E];Walker, Paula (NIH/NINDS) [E];Wilkerson, Anita D. (NIH/NIDDK) [E];Wood, Gretchen 
(NIH/OD) [E];Zander, Debra;Canet-Aviles, Rosa (FNIH) [T];Lea, Allison (NIH/OD) [C];Gadbois, Ellen 
(NIH/OD) [E] 

Subject: AMP PD progress and Technical Working Group Co-chairs 


Dear AMP EC members: 


| wanted to give you a brief update on where things stand with developing a research plan for AMP 
PD and ask you to review and approve our choices of co-chairs (one industry, one academic) to lead 
the “Technical Working Group” that is developing the plan (as we did with the other AMP research 
arms). 


While we are still officially onboarding some members, the TWG is working towards a face to face 
meeting on August 11 to work out a “white paper” level of definition for the plan. The current TWG 
roster, which was put together in consultation with NINDS, MJFF, and the companies, is as follows: 


Co-chairs 

¢ Industry co-chair TBD 

* Academic co-chair TBD 

EC Liaison 

* Walter Koroshetz (NIH/NINDS) 
Members 

* Tedd Dawson (JHU) 

* Steve Finkbeiner (UCSF/Gladstone) 

© Wade Harper (Harvard) 

e® Ken Marek (Yale) 

* Min Li (GSK) 

¢ Andreas Meier (Pfizer) 

* Allison Lea (NIH/OD) 

* Clemens Scherzer (Harvard) 

* Todd Sherer (Michael J. Fox Foundation) 
* Andrew Siderowf (Lilly) 

* David Stone (Merck) 

* Marg Sutherland (NIH/NINDS) 

* David Vallancourt (University of Florida) 


We have held 30-minute orientation calls describing AMP, the proposed PD arm, and the process for 
defining a research plan to about half of the participants so far and should have everyone covered 


NIH - 005817 


within the next week or so. Marg Sutherland from NINDS has participated on several of the calls, Calls 
have gone well, lots of enthusiasm and positive energy; those who have read theliiii@®1G) proposal so 
far seem to think it offers a reasonable starting point. 


We need to name co-chairs for the group, and Rosa Canet-Aviles and | have asked several of the 
partners for ideas. The consensus seems to be that OLA would make the best 
academic co-chair; he has stature in the field, ability to keep an objective outlook, and seems willing to 
roll up his sleeves. We have qualified his interest on our recent orientation call with him, and he said he 
would be enthusiastic to serve. Qualifications are as follows: 


Several people have mentioned (IGE as a good choice for industry co-chair, and in our 
orientation call with him we found him very knowledgeable and well-connected, with good industry 
experience. Summary of his credentials: 


Are these choices acceptable to you? We would like to proceed with confirming them as co-chairs this 
week, Please let me know at your earliest opportunity. 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 


NIH - 005818 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 9 May 2016 16:46:18 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: (EOS ppt 


sory Franc, (TwT_T_T_wT Tw CSCS GC f(iiiiitiss 


(EEG) | will double check, 


David 
Sent from my BlackBerry 10 smartphone. 


From: Collins, Francis (NIH/OD) [EO 


Sent: Monday, May 9, 2016 3:34 PM 


To: Wholley, David (FNIH 
Subject: RE: spotx 


FC 


From: Collins, Francis (NIH/OD) [E] 
Sent: Monday, May 09, 2016 3:32 PM 
To: Wholley, David (FNIH) [T] 

Subject: RE: [ll lll = MOL potx 


NIH - 005819 


Tx, FC 


From: Wholley, David (FNIH) [T] 

Sent: Monday, May 09, 2016 2:51 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: | Ill MOG. pptx 


Francis — 


ope this makes sense. David 


NIH - 005820 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 20 Jan 2016 15:36:25 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Boskent, Celeste (NIH/OD) 
[E];Di Mantova, Emma (NIH/OD) [E] 

Subject: FW: January 29 AMP Teleconference 

FYI 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Wednesday, January 20, 2016 3:09 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: FW: January 29 AMP Teleconference 


Jan had previously accepted, but just received this today 


From: Pamela J Edmonds [mailto:edmonds_ pamela j@lilly.com] 
Sent: Wednesday, January 20, 2016 3:03 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: January 29 AMP Teleconference 


Hi Cheryl, 


Dr. Lundberg will now be on vacation on January 29 and will not be available to participate on 
the AMP teleconference. 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | I (mobile) 
pie@lilly.com | www.lilly.com 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) and 


may contain confidential information. Any unautrorized review. use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


NIH - 005821 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 8 Feb 2016 19:46:50 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 
Attachments: AMP PD funding progress.pptx 

Francis, 


An update—please see attached mote iii 


| will let you know what | find out, and we can think about 


David 


MHF AA RR ROR RE DR RR EERE EERE ERE RAR AE RE KERR 
Note from TON): 
Hi David 


Sorry for the delay following up. 


| hope this is helpful. 


David 


From: 
Sent: Monday, February 08, 2016 8:13 AM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 


NIH - 005822 


Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; (ee 


Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear Mr, Wholley, 


Thank you for your understanding. 


Best regards, 


Please consider the envirunment before printing this email! 


Follow us: 


De: 

Envoyé : jeudi 4 février 2016 12:05 

A: Wholley, David (FNIH) [T] 

Cc: Melencio, Cheryl (FNIH) [7]; {inn 

Objet : RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear Ce, 
TE ea 1.) 
Thank you. 


Best regards, 


De: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org 
Envoyé : mercredi 3 février 2016 17:27 


Cc: Melencio, Cheryl (FNIH) [T] 
Objet : FW: Parkinson's Disease AMP Initiative--your follow-up requested 


ear TO: 


NIH - 005823 


Sorry to bother you about this, and please let me know if | may be of any further help in advancing a 
response. 


Sincerely, 


David Wholley 
Director, Research Partnerships 
Foundation for the National Institutes of Health 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, January 19, 2016 10:33 AM 

to OS 

Ce: 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear NO: 


David Wholley 
Director, Research Partnerships 
Foundation for the National Institutes of Health 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, January 04, 2016 1:22 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com>; Chin, Bill <chin@phrma.org>; Hait, Bill <whait@its.jnj.com>; 
Harris, Tim <tim.harris@ biogenidec.com>; Miletich, Joseph <joseph.miletich@merck.com>; Oyler, Cat 
<coyler@its.jnj.com>; Sullivan, Jim <james.p.sullivan@abbvie.com>; Woodcock, Janet (FDA/CDER) 
NG. Yamada, Tachi <tachi yamada@takeda.com>; Zerhouni, Elias 
<elias.zerhouni@sanofi.com>; Browning, Jeff <browninj@bu.edu>; Carrillo, Maria <mcarrillo@alz.org>; 
Fillit, Howard <hfillit@alzdiscovery.org>; Hanrahan, Leslie <hanrahan@lupus.org>; Hedrick, Joe 
<jhedric1@its.jnj.com>; Hendrix, James <jhendrix@alz.org>; List, James <jlist1@its.jnj.com>; Marchiolo, 
Eryn <emarchiolo@rheumatology.org>; Pragnell, Marlon <mpragnell@idrf.org>; Shuey, David 


SN; valance, Patrick <patrick.5.vallance@gsk.com>; Zalevsky, Jonathan 
<jonathan.zalevsky@takeda.com>; ‘aniskar@arthritis.org' <aniskar@arthritis.org>; 
andrew.plump@sanofi.takeda.com; Gary.Nabel@sanofi.com; 'mcollins.immunology@verizon.net' 


Cc: Collins, Francis (NIH/OD) [E] 0) NOE Dolsten, Mikael <mikael.dolsten@pfizer.com>; 
Lundberg, Jan <lundberg jan@lilly.com>; Carter, Robert (NIH/NIAMS) [E] (oo 
Cuss, Francis <francis.cuss@bms.com>; Decker, Mike <michael.w.decker@abbvie.com>; Gadbois, Ellen 


NIH - 005824 


(NIH/OD) [E] (NG; Hodes, Richard (NIH/NIA) [E] GS Hodge, 
Martin <martin.hodge@pfizer.com>; Hudson, Kathy (NIH/OD) [E] I OG; katz, 
Stephen |. (NIH/NIAMS) [€] 9G; Lea, Allison (NIH/OD) [C]/  @; 
Lifton, Richard <richard.lifton@yale.edu>; Rodgers, Griffin (NIH/NIDDK) [E] 
NG: Serrate-sztein, Susana (NIH/NIAMS) [E] NOG >; smith, 
Philip (NIH/NIDDK) [E] [0 GG; stein, Peter <peter.stein@merck.com>; Terry, 
Sharon MA <sterry@geneticalliance.org>; Burkhardt, Carolyn <carolyn.burkhardt@takeda.com>; 
Choisnet, Tracey <TChoisne@its.jnj.com>; Corsini, Linda <Icorsini@its.jnj.com>; Jacquet, Catherine 
<catherine.jacquet@sanofi.com>; Jones, Kim <kimberlyann_jones@merck.com>; Kim, Jenny 
<jkim@phrma.org>; Ligon, Sharnell (CDER) (FDA/CDER) SN Liotta, Tina 
<tina.c.liotta@gsk.com>; Perala, Mie <mie.perala@takeda.com>; Profrock, Kathy 
<KProfroc@its.jnj.com>; Schuster, Donna <donna.schuster@abbvie.com>; Sultani, Tila 
<tila.y.sultani@gsk.com>; Boskent, Celeste (NIH/OD) [E] [SS NOG; Bronson, Charlette 
(NIH/NIA) [E] (NE Cappello, Elizabeth <elizabeth.cappello@yale.edu>; Clark, Katie 
<katie.bruggeman @abbvie.com>; Craver, Stephanie (NIH/NIAMS) [E] NOG; Doswell, 
Greta (NIH/OD) [E] (NG; Edmonds, Pamela <edmonds_ pamela j@lilly.com>; 
Fraser, Christe (NIH/NIAMS) [C]/) 1G; Gwaldis, Janice 
<janice_gwaldis@merck.com>; McManus, Ayanna (NIH/OD) [E] GG; Melencio, 
Cheryl (FNIH) [T] <cmelencio@fnih.org>; Meltzer, Sherry (NIH/NIAMS) [E] 

|; Murza, Tanya <tmurza@geneticalliance.org>; Poole, Charlene 
(NIH/NIDDK) [E] 9 9 NIG>; Protasiewicz, Ann <ann.protasiewicz@pfizer.com>; 
Schulke, Hilda (NIH/OD) [E] (9) @@>; Sheehan, Joan (NIH/NIA) [E] 
AAA, Wilkerson, Anita D. (NIH/NIDDK) [E]NNIAO>; Wood, 
Gretchen (NIH/OD) [E] (GG; Zander, Debra <debra.zander@bms.com>; Wolf-Rodda, 
Julie (FNIH) [T] <jwolf-rodda@ fnih.org>; Ryan, Laurie (NIH/NIA) [E] I ee> 
Subject: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear AMP Extended Executive Committee Members: 


Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 
your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 
(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 
18” we have learecl that [lll 
{) SE to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 


NIH - 005825 


currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


Please don't hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 005826 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 16 Jan 2016 18:00:27 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 
Hi Francis— 


Thank you for copying me on your note! 


David 


From: 

Sent: Wednesday, January 13, 2016 1:22 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear David, 


|just wanted to lat you know tha ili T@) 


Kind regards, 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] On Behalf Of Wholley, David (FNIH) 
(7) 

Sent: Monday, January 04, 2016 1:22 PM 

To: Lon Cardon; Chin, Bill; Hait, Bill; Harris, Tim; Miletich, Joseph; Oyler, Cat; Sullivan, Jim; Woodcock, 
Janet (FDA/CDER); Yamada, Tachi; Zerhouni, Elias; Browning, Jeff; Carrillo, Maria; Fillit, Howard; 
Hanrahan, Leslie; Hedrick, Joe; Hendrix, James; List, James; Marchiolo, Eryn; Pragnell, Marlon; Shuey, 
David; Patrick Vallance; Zalevsky, Jonathan; ‘aniskar@arthritis.org'; andrew.plump@sanofi.takeda.com; 
Gary.Nabel@sanofi.com; 

Ce: Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Lundberg, Jan; Carter, Robert (NIH/NIAMS) [E]; Cuss, 
Francis; Decker, Mike; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hudson, Kathy (NIH/OD) [E]; Katz, Steohen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Lifton, 
Richard; Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA; Burkhardt, Carolyn; Choisnet, Tracey; Corsini, Linda; 
Jacquet, Catherine; Jones, Kim; Kim, Jenny; Ligon, Sharnell (CDER) (FDA/CDER); Tina Liotta; Perala, 
Mie; Profrock, Kathy; Schuster, Donna; Tila Sultani; Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette 
(NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta 
(INIH/OD) [E]; Edmonds, Pamela; Fraser, Christe (NIH/NIAMS) [C]; Gwaldis, Janice; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Chery! (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Wolf-Rodda, 
Julie (FNIH) [T]; Ryan, Laurie (NIH/NIA) [E] 

Subject: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear AMP Extended Executive Committee Members: 


NIH - 005828 


Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 
your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 
(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 
18" we have learned that [IIc )C4) 
(EE AB to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 
currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


Please don’t hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 005829 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 21 Feb 2016 21:39:53 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 


Francis, hate to bother you 


Let me know if you'd like me to take a different path there. 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, February 17, 2016 4:35 PM 

To: 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 


Thanks, David 


From: 
Sent: Wednesday, January 13, 2016 1:22 PM 


To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear David, 


Kind regards, 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] On Behalf Of Wholley, David (FNIH) 
7] 

Sent: Monday, January 04, 2016 1:22 PM 

To: Lon Cardon; Chin, Bill; Hait, Bill; Harris, Tim; Miletich, Joseph; Oyler, Cat; Sullivan, Jim; Woodcock, 
Janet (FDA/CDER); Yamada, Tachi; Zerhouni, Elias; Browning, Jeff; Carrillo, Maria; Fillit, Howard; 
Hanrahan, Leslie; Hedrick, Joe; Hendrix, James; List, James; Marchiolo, Eryn; Pragnell, Marlon; Shuey, 
David; Patrick Vallance; Zalevsky, Jonathan; ‘aniskar@arthritis.org’, andrew.plump@sanofi.takeda.com; 


NIH - 005830 


Gary.Nabel@sanofi.com; [aco 

Cc: Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Lundberg, Jan; Carter, Robert (NIH/NIAMS) [E]; Cuss, 
Francis; Decker, Mike; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hudson, Kathy (NIH/OD) [E]; Katz, Steshen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Lifton, 
Richard; Rodgers, Griffin (INIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA; Burkhardt, Carolyn; Choisnet, Tracey; Corsini, Linda; 
Jacquet, Catherine; Jones, Kim; Kim, Jenny; Ligon, Sharnell (CDER) (FDA/CDER); Tina Liotta; Perala, 
Mie; Profrock, Kathy; Schuster, Donna; Tila Sultani; Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette 
(NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta 
(NIH/OD) [E]; Edmonds, Pamela; Fraser, Christe (NIH/NIAMS) [C]; Gwaldis, Janice; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Poole, 
Charlene (NIH/NIDDk) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Wolf-Rodda, 
Julie (FNIH) [T]; Ryan, Laurie (NIH/NIA) [E] 

Subject: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear AMP Extended Executive Committee Members: 


Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 
your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 
(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 
18"" we have learned that iii) 
SY to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 
currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


Please don’t hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 005831 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 27 Jun 2016 12:15:31 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Lea, Allison (NIH/OD) [C];Gadbois, Ellen (NIH/OD) [E];Boskent, Celeste (NIH/OD) 
[E];Wood, Gretchen (NIH/OD) [E];Di Mantova, Emma (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 

Subject: FW: Updated attendee list for today's AMP extended EC call 

Attachments: June27 AMP Extended EC Attendees.x|sx 


Francis, fyi. Elias Zerhouni has at least told our office that he intends to join the call. As previously 
mentioned Jim List is supposed to fill in for Bill Hait. 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Monday, June 27, 2016 9:23 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: Updated attendee list for today's AMP extended EC call 


Here is the updated list of attendees, from responses | received over the last couple days 


Zerhouni — accepted 
Bill Hait, Janssen — declined on a plane 


| have updated the spreadsheet to reflect these changes. 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (304) 480-2752 


Combined Federal Campaign (CFC) #29165 
For 13 consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds industry 
standards. 


SFNIH 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments is strictly prohibited; 
please delete the e-mail and attachments immediately. 
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A 


June 27 AMP Extended EC Attendees As of 6/15/16 


Aiesci, Salvatore 


Carrillo, Maria 


chin, Bill 


[Grabus, Sheri (Science Writer) 


Hanrahan, Leslie 


Hodge, Martin 


Hudson, Kathy (NIH/OD) (e} 


tist, James 

[Marchiolo, Eryn 
f i 
INiskar, Amanda 


fOyier, Cat 


[Petanceska, Susan (NIH/NIA) 


Rigby, William F. C. 


Izheimer's Association 


science Writer - 1Q Solutions 
Lupus Foundation of America 


Izheimer's Association 


fheumatology Research Foundation 


heumatology Research Foundation _ 


NIH - 005833, 


Required Attendee 


Required Attendee 


Required Attendee 


Required Attendee 


Required Attendee 
Required Attendee 
Required Attendee 


Required Attendee 


Required Attendee 


Required Attendee 


Required Attendee 


Accepted 


Accepted - available for first part 


‘Accepted - can attend 3:30-4 pm 


Accepted 
Accepted. 


‘Accepted. 


Accepted 


Accepted 


A 


Whitaker, Sanya (FNIH) (T] 


Woodcock, Janet (FDA/CDER) 
Zerhouni, Elias 


jenetic Alliance 


NIH - 005834 


Required Attendee 


Required Attendee 


Required Attendee 


Required Attendee 


Declined- Suzana Petanceska alternate 


Accepted 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 27 Jun 2016 15:23:14 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Goncalo's plane is delayed and he will not be on the call; Phil Smith will fill in 


NIH - 005835 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 27 Jan 2016 17:42:59 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: IMPORTANT: Request from Takeda to change their investment in AMP 
Importance: High 

Francis: 


|had a phone call today with i to 
work with FNIH on a number of partnerships, including following up our request for expressions of 
interest in AMP Parkinson’s Disease. [(6@) told me that in addition to recent leadership changes, 


aE a) 
1 (Some of this was discussed in the JP Morgan meeting a few weeks ago and 
so is public now.) Looking at their current pipeline, this is not that surprising, as they have multiple 
development programs in each of these areas. This means, however, that they are pulling out of areas 
where they have less activity, such as CV, metabolic disorders, inflammatory diseases, and 
immunology—except for its application to immuno-oncology, where they are likely to increase their 
resources. Investments in Alzheimer’s disease and Parkinson's will also be pulled back, though they will 
retain an interest in early stage efforts to find new targets, particularly in AD. 


In keeping with this, 

from its current investment in AMP RA/SLE, and perhaps shift those funds to either AD or Parkinson’s. | 
told him that | completely understood their position, but would have to look into this in detail and of 
course confer with others involved in AMP about the implications before coming back with an answer. 


‘he original estimated date for decision is slated for 
September of this year | believe, though it could happen sooner). 


Though | could go back and simply tell them this | am also cognizant of the need to be respectful of them 
as a partner now and hopefully in future, so am thinking this needs to be brought up with the AMP. 
leadership in some way so the weight of their authority rests behind the decision as well. | was thinking 
maybe | could bring the issue up on the EC call Friday morning if you think appropriate (I would give 
Steve Katz, Bob Carter, and Marty Hodge a thorough heads up first of course). Or do you think some 
other course more appropriate? Your thoughts on this would be greatly appreciated. 


NIH - 005836 


Thanks, 


David 


NIH - 005837 


From: Wholley, David (FNIH) [T] 

Sent: Wed, 24 Feb 2016 09:44:47 -0500 

To: Melencio, Cheryl (FNIH) [T];Hoffmann, Steve (FNIH) [T];Whitaker, Sanya (FNIH) 
[T];Spear, Nicole (FNIH) [T];Canet-Aviles, Rosa (FNIH) [T];Collins, Francis (NIH/OD) [E];Gadbois, Ellen 
(NIH/OD) [E];Lea, Allison (NIH/OD) [C];Boskent, Celeste (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Di 
Mantova, Emma (NIH/OD) [E];McManus, Ayanna (NIH/OD) [E];Doswell, Greta (NIH/OD) [E];Menetski, 
Joseph (FNIH) [T] 


Subject: Materials for AMP Pre-Call (for Feb. 26 call) 

Attachments: Copy of Feb26AMPEC.xlsx, 2016-01-29 AMP EC Teleconference Minutes_final 
draft.docx, AMP EC Slides Feb 26 2016 DRAFT.pptx 

Importance: High 


All: for our call at 11AM—we wanted to wait to be sure we included slides from the AMP T2D 
face to face that concluded yesterday. Thanks, David 


He 


NIH - 005838, 


Name 

Melencio, Cheryl (FNIH) [T] 
Buckholtz, Neil (NIH/NIA) [C] 
Canet-Aviles, Rosa (FNIH) [T] 
Carter, Robert (NIH/NIAMS) [E] 
Collins, Francis (NIH/OD) [E] 
Cuss, Francis 

Decker, Mike 

Dolsten, Mikael 

Gadbois, Ellen (NIH/OD) [E] 
Hodes, Richard (NIH/NIA) [E] 
Hodge, Martin 

Hoffmann, Steve (FNIH) [T] 
Hudson, Kathy (NIH/OD) [E] 
Katz, Stephen |. (NIH/NIAMS) [E] 
Lifton, Richard 

Lundberg, Jan 

Menetski, Joseph 

Rodgers, Griffin (NIH/NIDDK) [E] 
Ryan, Laurie (NIH/NIA) [E] 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 
Smith, Philip (NIH/NIDDK) [E] 
Spear, Nicole (FNIH) [T] 

Stein, Peter 

Terry, Sharon 

Whitaker, Sanya (FNIH) [T] 
Wholley, David (FNIH) [T] 


Attendance 

Meeting Organizer 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 


NIH - 005839 


Response 
None 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
None 
Accepted 
None 
Declined-on business travel 
Tentative 
Declined-out of town 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 


Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Core Executive Committee 
Teleconference Meeting Minutes 
Friday, January 29, 2016 
8:00 a.m. — 9:00 a.m. ET 


Participants: 

Rosa Canet-Avilés (FNIH), Robert Carter (NIH/NIAMS), Francis Collins (NIH/OD), Francis 
Cuss (BMS), Michael Decker (AbbVie), Ellen Gadbois (NIH/OD), Richard Hodes (NIH/NIA), 
Marty Hodge (Pfizer), Steve Hoffmann (FNIH), Stephen Katz (NIH/NIAMS), Allison Lea 
(NIH/OD), Suzana Petanceska (NIH/NIA) Griffin Rodgers (NIH/NIDDK), Laurie Ryan (NIA), 
Philip Smith (NIH/NIDDK), Nicole Spear (FNIH), David Wholley (FNIH), Sanya Fanous 
Whitaker (FNIH) 
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Foundation for the 
National Institutes of Health 


AMP T2D Coordination Committee (CC) Meeting 
February 22-23, 2016 in Bethesda - Agenda 
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| |AMP T2D Coordination Committee Meeting: 


ACCELERATING MEDICINES PARTNERSHIP (AMP) 
TYPE 2 DIABETES 
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| Feb 22 & 23 Face to Face Meeting: 
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Accelerating Medicines PartnershipAlzheimer’s 
Disease 


FNIH 


Foundation for the 
National Institutes of Health 


| |AMP-AD SC Update 
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AMP-AD SC Update 
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AMP-AD SC Update Project B (ctnd.) 
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| Executive Committee 


m Next MeetingsAMP EC: Friday March 25; 8:00 AM — 9:00 AM 
Eastern US Time 


NIH - 005869. 
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From: Wholley, David (FNIH) [T] 


Sent: Sat, 7 May 2016 16:01:00 -0400 
To: Collins, Francis (NIH/OD) [E] 
Ce: Boskent, Celeste (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Di Mantova, Emma 


(NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E];Lea, Allison (NIH/OD) [C];Pelis, Kim (NIH/OD) [E];Melencio, 
Cheryl (FNIH) [T];Spear, Nicole (FNIH) [T];Hoffmann, Steve (FNIH) [T];Canet-Aviles, Rosa (FNIH) [T] 


Subject: Materials for Monday May 9 AMP EC prep call at 12:30 PM EDT 

Attachments: AMP EC Slides May 13, 2016 Draft.pptx, Copy of AMP EC -- May13.xIsx, 2016-03- 
25 AMP EC Telecon minutes.docx 

Importance: High 


Dear Francis, all 

Attached are the proposed slide deck for our AMP EC teleconference on May 13, the projected attendee 
list, and minutes from our last telecon on March 25, for discussion on our Monday afternoon prep call. 
David 


NIH - 005870 
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Accelerating Medicines PartnershipType 2 
Diabetes 


FNIH 


Foundation for the NIH - 005878 
National Institutes of Health 


NIH - 005879 
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Jame T2D Upcoming Meetings 
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| AMP-AD SC Update 
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Partners for Innovation, Discovery, Health | www.fnih.org 16 


AMP-AD SC Update Project B (ctnd.) 
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Partners for Innovation, Discovery, Health | www.fnih.org 19 


Progress Update Since last EC Call 
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| Executive Committee 


m Next MeetingsAMP Extended EC: Monday, June 27th 3:30 
PM — 5:00 PM Eastern US Time 
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Appendix 
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Attendance May 13 AMP EC 


Name Attendance Response 

Melencio, Cheryl (FNIH) [T] Meeting Organizer None 

Buckholtz, Neil (NIH/NIA) [C] Required Attendee Accepted 

Canet-Aviles, Rosa (FNIH) [7] Required Attendee Accepted 

Carter, Robert (NIH/NIAMS) [£] Required Attendee Accepted 

Collins, Francis (NIH/OD) [E] Required Attendee Accepted 

Cuss, Francis Required Attendee Accepted 

Decker, Mike Required Attendee Accepted 

Dolsten, Mikael Required Attendee Accepted 

Gadbois, Ellen (NIH/OD) [E] Required Attendee Accepted 

Hodes, Richard (NIH/NIA) [E] Required Attendee Can attend until 8:30 only 
Hodge, Martin Required Attendee Accepted 

Hoffmann, Steve (FNIH) [T] Required Attendee Accepted 

Hudson, Kathy (NIH/OD) [E] Required Attendee None 

Katz, Stephen |. (NIH/NIAMS) [E] Required Attendee Accepted 

Lea, Allison (NIH/OD) (C] Required Attendee Accepted 

Lifton, Richard Required Attendee Accepted 

Lundberg, Jan Required Attendee Declined -- his admin wrote that he has a meeting from 7:30-9 
Paltoo, Dina (NIH/OD) [E] Required Attendee Accepted 

Rodgers, Griffin (NIK/NIDDK) [E] Required Attendee Declined - travelling to Tulane to deliver Commencement address 
Ryan, Laurie (NIH/NIA) [E] Required Attendee Accepted 

Serrate-Sztein, Susana (NIH/NIAMS) [E] Required Attendee None 

Smith, Philip (NIH/NIDDX) [E] Required Attendee Accepted 

Spear, Nicole (FNIH) [T] Required Attendee Accepted 

Stein, Peter Required Attendee Accepted 

Terry, Sharon MA Required Attendee Declined - in Portugal at retreat 
Wholley, David (FNIH) [T] Required Attendee Accepted 


NIH - 005903. 


Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Core Executive Committee 
Teleconference Meeting Minutes 
Friday, March 25, 2016 
8:00 a.m. — 9:00 a.m. ET 


Participants: 


Beena Akolkar (NIH/NIDDK), Neil Buckholtz (NIH/NIA), Rosa Canet- Aviles (FNIH), Robert 
Carter (NIH/NIAMS), Francis Collins (NIH/OD), Francis Cuss (BMS), Michael Decker 
(AbbVie), Mikael Dolsten (Pfizer), Ellen Gadbois (NIH/OD), Richard Hodes (NIH/NIA), 
Marty Hodge (Pfizer), Steve Hoffmann (FNIH), Kathy Hudson (NIH/OD), Stephen Katz 
(NIH/NIAMS), Allison Lea (NIH/OD), Griffin Rodgers (NIH/NIDDK), Laurie Ryan (NIH/NIA), 
Philip Smith (NIH/NIDDK), Nicole Spear (FNIH), Peter Stein (Merck), Sharon Terry 
(Genetic Alliance), David Wholley (FNIH), Sanya Fanous Whitaker (FNIH) 


NIH - 005909 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 27 Jun 2016 17:45:51 -0400 
To: Dolsten, Mikael 

Ce: Collins, Francis (NIH/OD) [E] 
Subject: RE: AMP Extended EC meeting 


Thanks, Mikael. |t’ll be a bit of a culture change for our presenters, but | agree. 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com] 
Sent: Monday, June 27, 2016 5:45 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 


Cc: Collins, Francis (NIH/OD) [E] NO 


Subject: Re: AMP Extended EC meeting 


| think it went quite well too 
David, you did a great sprint at the end to get us back in time 


The challenge was the amount of material , although we rehearsed to reduce it , and the time allotted . 
On the other hand, not easy to get more time from all of participants to an extended call beyond 1.5 hrs 
Maybe consider next time the pre-read more extensive and allow even fewer slides for presentation and 
slightly more for Q/A ? 


Sent from my iPhone 

On Jun 27, 2016, at 5:26 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 

Mikael and Francis: 

Thank you very much for leading the call—it was great to be able to have you both on the line for the 
whole call. | am curious what you thought of the call and whether there is anything I/we can do better. 
(My own take is that we got through the entire agenda, which is | guess a victory of sorts!) | polled my 
team as well—they thought the call went well, only suggestion was to make sure we remember to ask 
questions of the non-profits as well as the companies. 


Please let me know, and thanks again 


David 


NIH - 005910 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 10 May 2016 12:27:20 -0400 

To: 

Ce: Collins, Francis (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T] 0 @@ 
(©@;Koroshetz, Walter (NIH/NINDS) [£];Sutherland, Margaret (NIH/NINDS) [E] 

Subject: Re: AMP Parkinson's Disease Initiative 


Great, thanks. Look forward to working with (@o@ 

Sent from my BlackBerry 10 smartphone. 

From: 

Sent: Tuesday, May 10, 2016 11:58 AM 

To: Wholley, David (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E]; Canet-Aviles, Rosa (FNIH) [T]; (I @O@ 
Subject: Re: AMP Parkinson's Disease Initiative 


Dear David 


Sent from my iPhone 
On May 8, 2016, at 10:12 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Dear [IG 


Thank you for your support to date for pursuing an AMP initiative in Parkinson’s Disease. Thanks partly 


to tis | have great nev: we lll 
0 SS EES ave ready 


to move to the next step. As you may recall from our discussions, this will involve FNIH convening a 
Technical Working Group consisting of scientific representatives from each of the partners as well as 4-5 
key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (While the proposal we received from [yyy gives us a view 
of how we might proceed, it remains at this point just an illustration of one direction we may end up 
taking.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of |) proposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent /f/(®)@ voting presence 
on the committee.) Also, NINDS has proposed 

I ass one of the co-chairs for the Working Group. If you have suggestions for 
the other co-chair (who can be either from industry or academia) please let me know. 


NIH - 005911 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to company leadership 
to support their initial investment decisions. 


Assuming a successful conclusion to this first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 


NIH - 005912 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 May 2016 11:08:42 -0400 

To: 

Ce: Collins, Francis (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T];Koroshetz, Walter 
(NIH/NINDS) [E];Sutherland, Margaret (NIH/NINDS) [E];Dolsten, Mikael 

Subject: Re: AMP Parkinson's Disease Initiative 

Thank you Peter 


Gg 
Sent: Monday, May 16, 2016 9:29 AM 
To: Wholley, David (FNIH) [T]; 
Cc: Collins, Francis (NIH/OD) [E]; Canet-Aviles, Rosa (FNIH) [T]; Koroshetz, Walter (NIH/NINDS) [E]; 
Sutherland, Margaret (NIH/NINDS) [E]; 
Subject: Re: AMP Parkinson's Disease Initiative 


Dear David, 

lam e-connecting you with {A who will be the {WB lead representative for this initiative. 
(MOPand | will work together and | will be fully available through his offices. ((®V@ should be seen as 
the primary point of contact for (Bin this initiative at this juncture however. 

We look forward to contributing and moving this important project forward. 

Thanks. 


From: "Wholley, David (FNIH) [T]" <dwholley@fnih.org> 
Date: Tuesday, May 10, 2016 at 12:27 PM 
‘anet-Aviles, Rosa (FNIH) [T]" <rcanet- 


To: 

Ce: "Collins, Francis (NIH/OD) [E]"| YG), 
(SEENON *Koroshetz, Walter (NIH/NINDS) (€)" 

[SUNNENNENNNNNNTNNEO>, "Sutherland, Margaret (NIH/NINDS) (ESO 


aviles@fnih.org>, 

Subject: Re: AMP Parkinson's Disease Initiative 

Great, thanks. Look forward to working with §@@ 
Sent from my BlackBerry 10 smartphone. 

From: 

Sent: Tuesday, May 10, 2016 11:58 AM 

To: Wholley, David (FNIH) [T] 


Cc: Collins, Francis (NIH/OD) [E]; Canet-Aviles, Rosa (FNIH) [T]; (TI ee@ 
Subject: Re: AMP Parkinson's Disease Initiative 


Dear David 


Sent from my iPhone 


NIH - 005913 


On May 8, 2016, at 10:12 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Dear 01, 


Thank you for your support to date for pursuing an AMP initiative in Parkinson’s Disease. Thanks partly 
to this | have great mews: welll ill lio 
(a dare realy 


to move to the next step. As you may recall from our discussions, this will involve FNIH convening a 
Technical Working Group consisting of scientific representatives from each of the partners as well as 4-5 
key academic opinion leaders in the field to formulate a general consensus on the key challenges the 
initiative should address and a high level description of what a reasonable research approach should 
look like. (While the proposal we received from [ye gives us a view 
of how we might proceed, it remains at this point just an illustration of one direction we may end up 
taking.) 


At this point, we need to form this Working Group; | would therefore appreciate you sending me as 
soon as possible the name(s) of |/@)@) proposed representative(s) so we can get started on general 
orientation and get meetings scheduled. (You may propose multiple representatives, but please 
indicate which of these would be the lead representative who would represent [/@®/@voting presence 
on the committee.) Also, NINDS has proposed 

as one of the co-chairs for the Working Group. If you have suggestions for 
the other co-chair (who can be either from industry or academia) please let me know. 


Based on past experience, we expect required commitment of time during this initial phase to consist of 
participating in 3-4 one-hour phone calls over the next month or so, leading up to a single one-day face 
to face to achieve agreement on the white paper plan (we are targeting late June for this if possible). 
We will schedule one or two follow-on calls (if needed) to finalize the white paper; it will then be 
submitted to the AMP Executive Committee for review and approval, as well as to company leadership 
to support their initial investment decisions. 


Assuming a successful conclusion to this first phase of planning, we would then hope to reconvene this 
committee swiftly, minus its academic members, who will be recused to avoid any appearance of 
conflict of interest should they wish to apply to participate in the implementing the final research plan. 
This reconstituted Working Group will transform the white paper into a detailed research plan with 
budget estimates and milestones that will provide the basis for participants in the partnership to 
confirm their final commitments of financial support. We envision an additional face to face meeting 
will be required to support this second phase. 


Please let me know if you have any additional questions. | look forward to working with your team on 
this exciting partnership. 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 


NIH - 005914 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 21 Jun 2016 17:18:24 -0400 

To: Koroshetz, Walter (NIH/NINDS) [E];Collins, Francis (NIH/OD) [E] 

Ce: Sutherland, Margaret (NIH/NINDS) [E];Canet-Aviles, Rosa (FNIH) [T] 
Subject: RE: AMP PD progress and Technical Working Group Co-chairs 


Thanks Walter. [TEN 


From: Koroshetz, Walter (NIH/NINDS) [E] 

Sent: Tuesday, June 21, 2016 5:18 PM 

To: Collins, Francis (NIH/OD) [E] {FG wholley, David (FNIH) [T] <dwholley@fnih.org> 
Cc: Sutherland, Margaret (NIH/NINDS) (E] 9 NW@-; canet-Aviles, Rosa (FNIH) [T] 


<rcanet-aviles@fnih.org> 
Subject: RE: AMP PD progress and Technical Working Group Co-chairs 


| think this is g00d. >) 
SS) 


walter 


From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, June 21, 2016 11:42 AM 

To: Wholley, David (FNIH) [T] 

Cc; Koroshetz, Walter (NIH/NINDS) [E]; Sutherland, Margaret (NIH/NINDS) [E]; Canet-Aviles, Rosa 


(FNIH) [T] 
Subject: RE: AMP PD progress and Technical Working Group Co-chairs 


Hi David, 


| don’t know (0) personally, but your summary sounds good. So as long as Walter agrees, | 
think it’s fine to circulate this proposal to the rest of the EC. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, June 21, 2016 11:02 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Koroshetz, Walter (NIH/NINDS) [E]; Sutherland, Margaret (NIH/NINDS) [E]; Canet-Aviles, Rosa 
(FNIH) [T] 


Subject: AMP PD progress and Technical Working Group Co-chairs 
Hi Francis: 


| wanted to give you a brief update on where things stand with developing a plan for AMP PD and ask 
your advice on one issue. 


Overall | think things are progressing smoothly. Our biggest challenge as expected has been finding a 
date when we can get the “Technical Working Group” (as we called it back in TVC days) together to 


NIH - 005915 


meet in person to establish key elements of the white paper. After lots of trying for aJune or July date 
we have settled on a full day in-person meeting on August 11 in downtown Washington. The current 
TWG roster, which was put together in consultation with NINDS, MJFF, and the companies, is as follows: 


Co-chairs 

* Industry co-chair TBD 

* Academic co-chair TBD 

EC Liaison 

* Walter Koroshetz (NIH/NINDS) 
Members 

* Tedd Dawson (JHU) 

* Steve Finkbeiner (UCSF/Gladstone) 

* Wade Harper (Harvard) 

* Ken Marek (Yale) 

* Min Li (GSK) 

* Andreas Meier (Pfizer) 

* Allison Lea (NIH/OD) 

* Clemens Scherzer (Harvard) 

* Todd Sherer (Michael J. Fox Foundation) 
* Andrew Siderowf (Lilly) 

* David Stone (Merck) 

* Marg Sutherland (NIH/NINDS) 

* David Vaillancourt (University of Florida) 


We have held 30-minute orientation calls describing AMP, the proposed PD arm, and the process for 
defining a research plan to about half of the participants so far and should have everyone covered 
within the next week or so. Marg Sutherland from NINDS has participated on several of the calls. Calls 
have gone well, lots of enthusiasm and positive energy; those who have read the {§§§{§(9O) proposal so 
far seem to think it offers a reasonable starting point. 


We need to name co-chairs for the group, and Rosa Canet-Aviles and | have asked several of the 
partners, particularly NINDS and MJFF, for ideas. The consensus seems to be that I OGIO@ 
would make the best academic co-chair; he has stature in the field, ability to keep an objective 
outlook, and seems willing to roll up his sleeves. We qualified his interest on our phone call with him 
yesterday and he would be enthusiastic to serve. Qualifications are as follows: 


We got less input on the industry co-chair choice, as the industry representatives to the Technical 
Working Group appear to be a bit less well known; however one or two folks mentioned JIIOGIO@) 
(EMM as a good choice, and in our orientation call with him we found him knowledgeable and well- 
connected. | think picking him would also help in cementing (68 support of the AMP PD initiative: 


NIH - 005916 


If David is unable or unwilling to serve as co-chair our second choice would be JTTOGrm@, 


Francis, does this sound acceptable to you? Shall | circulate a version of this note to the rest of the EC to 
get their thoughts/approval so we can confirm these two co-chairs? 


Thanks, David 


NIH - 005917 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 22 Jun 2016 17:08:58 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: AMP 

Francis: 


Just got off the phone with Lon. Patrick Vallance will not be able to make Monday's call so he apparently asked 
Lon 


. Lon wil in Monday's call a bit late’ but if OK he 
may bring it up if there is an appropriate point in the agenda where we are asking for any new ideas, and if Patrick 
wants to follow up on his own individually he can, 


David 


-----Original Message----- 

From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, June 21, 2016 5:07 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: AMP 


Wow. When I presented AMP at Hever, the main focus was on starting a new project on Parkinson's Discase -- plus 


T said yes, but we hadn't been able to generate enough momentum to get it off 
the ground. There were some murmurs of interest from around the table, but not enough to get much of a 
conversation going. 


So definitely speak with Lon and see what kind of interest GSK thinks there might be. | know your AMP plate is 
getting pretty full -- | guess that's the price of success. :) 


FC 


Original Message----- 

From: Wholley, David (FNIH) [T] 
Sent: Monday, June 20, 2016 5:04 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: AMP 


Hi Francis. Can you give me any context for this? How would you like me to handle? David Sent from my 
BlackBerry 10 smartphone. 
Original Message 
From: 
Sent: Monday, June 20, 2016 2:56 PM 
To: Wholley, David (FNIH) [T] 
Subject: AMP 


Hi David, 


If true, might we have a quick chat before 


NIH - 005918 


the AMP call early next week? 
Kind regards, 


NIH - 005919 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 May 2016 10:36:19 -0400 
To: Collins, Francis (NIH/OD) [E];Hodes, Richard (NIH/NIA) [E] 
Subject: RE: AMP-AD. 


Forgive me if some of this is obvious, but two points that may bear repeating with Mikael about this 
situation: 


anks, Davi 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, May 13, 2016 8:38 AM 

To: Hodes, Richard (NIH/NIA) [E] oe 
Cc: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: AMP-AD 


That’s what | figured also. 


From: Hodes, Richard (NIH/NIA) [E] 
Sent: Friday, May 13, 2016 8:36 AM 
To: Collins, Francis (NIH/OD) [E] 
Subject: AMP-AD 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 3 May 2016 17:16:58 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Lea, Allison (NIH/OD) [C];Gadbois, Ellen (NIH/OD) [E] 
Subject: Next steps on AMP PD 


Hi Francis: | am setting up a call with Walter Koroshetz to discuss strategy and discuss his role in moving 
this forward. | would like to reach out to the industry leads (Mikael, Jan, etc) to get them to think about 
nominating their reps. Just checking—no need in your view to seek further review of this with EC before 
| take these steps, right? (Next EC call is not until Friday of next week) 


NIH - 005921 


From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Mon, 4 Jan 2016 13:22:09 -0500 

To: Cardon, Lon;Chin, Bill;Hait, Bill;Harris, Tim;Miletich, Joseph;Oyler, Cat;Sullivan, 
Jim;Woodcock, Janet (FDA/CDER);Yamada, Tachi;Zerhouni, Elias;Browning, Jeff;Carrillo, Maria;Fillit, 
Howard;Hanrahan, Leslie;Hedrick, Joe;4endrix, James;List, James;Marchiolo, Eryn;Pragnell, 
Marlon;Shuey, David;Vallance, Patrick;Zalevsky, 
Jonathan;'aniskar@arthritis.org';andrew.plump@sanofi.takeda.com;Gary.Nabel@sanofi. Oo 
Giri 

Ce: Collins, Francis (NIH/OD) [E];Dolsten, Mikael;Lundberg, Jan;Carter, Robert 
(NIH/NIAMS) [E];Cuss, Francis;Decker, Mike;Gadbois, Ellen (NIH/OD) (E];Hodes, Richard (NIH/NIA) 
[E];Hodge, Martin;Hudson, Kathy (NIH/OD) [E];Katz, Stephen I. (NIH/NIAMS) [E];Lea, Allison (NIH/OD) 
[C];Lifton, Richard;Rodgers, Griffin (NIH/NIDDK) [E];Serrate-Sztein, Susana (NIH/NIAMS) [E];Smith, Philip 
(NIH/NIDDK) [E];Stein, Peter;Terry, Sharon MA;Burkhardt, Carolyn;Choisnet, Tracey;Corsini, 
Linda;Jacquet, Catherine;Jones, Kim;Kim, Jenny;Ligon, Sharnell (CDER) (FDA/CDER);Liotta, Tina;Perala, 
Mie;Profrock, Kathy;Schuster, Donna;Sultani, Tila;Boskent, Celeste (NIH/OD) [E];Bronson, Charlette 
(NIH/NIA) [E];Cappello, Elizabeth;Clark, Katie;Craver, Stephanie (NIH/NIAMS) [E];Doswell, Greta 
(NIH/OD) [E];Edmonds, Pamela;Fraser, Christe (NIH/NIAMS) [C];Gwaldis, Janice;McManus, Ayanna 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T];Meltzer, Sherry (NIH/NIAMS) [E];Murza, Tanya;Poole, Charlene 
(NIH/NIDDK) [E];Protasiewicz, Ann;Schulke, Hilda (NIH/OD) [E];Sheehan, Joan (NIH/NIA) [E];Wilkerson, 
Anita D. (NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra;Wolf-Rodda, Julie (FNIH) [T];Ryan, 
Laurie (NIH/NIA) [E] 

Subject: Parkinson's Disease AMP Initiative--your follow-up requested 

Attachments: AMP New Concept_Form_PD_10_27_final.pdf, AMP Parkinson's disease 
proposal exec.summary 11-30-15.pdf 


Dear AMP Extended Executive Committee Members: 


Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 
your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 
(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 
18'" we have learned that [iii nes 
1) SE to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 
currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


NIH - 005922 


Please don't hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 005923 


€FNIH 


Foundation for the 
National Institutes of Health 


Version 1.0 


ACCELERATING MEDICINES PARTNERSHIP 
NEW PROGRAM PROPOSAL FORM 


Individuals or groups interested in proposing a new program area for the Accelerating Medicines Partnership 
(AMP), whether in an existing or new disease area, should complete this proposal form and submit it via email 
to the Foundation for tho National Institutes of Health at AMP@FNIH.org. 


The purpose of the submission is to define succinctly and clearly the proposed problem, background and 
rationale for the proposed program, what work is proposed, how it will be done, and how it might be funded. 
(Please note that AMP does not have pre-existing funding for new programs; funds must be 
raised or prioritized out of public and private sector sources). It should also be made clear why this 
is a good fit for AMP. Please see the attached summary of AMP and relevant policies. 


Proposed program Accelerating Medicines Partnership for Parkinson’s Disease 
name/descriptor 
Submitter(s) Steven Finkbeiner 
Name: Director, Taube/Koret Center for Neurodegenerative Disease 
Title: Senior Investigator, Gladstone Institutes 
E-mail: Professor, UCSF 
Tel: sfinkbeiner@gladstone.ucsf.edu 
Mark Cookson 


Senior Investigator, Cell Biology and Gene Expression Section 
National Institutes of Aging, NIH 
cookson@mail.nih.gov 


Andy Singleton 

Chief, Molecular Genetics Section and Laboratory of Neurogenetics 
National Institutes of Aging, NIH 

Singlete@MAIL.NIH.GOV 


Submission Date: 


Disease Area of Project Parkinson's Disease 
Estimated duration of the 5 years 
| project 
Estimated total cost of the $30M in direct costs 
|_project 


Note: The table cells will expand to accommodate text as added. 


NIH - 005924 


SUMMARY OF THE ACCELERATING MEDICINES PARTNERSHIP (AMP) 


The Accelerating Medicines Partnership (AMP) is a pre-competitive effort among government, 
industry, academia, and non-profit organizations to harness collective capabilities, scale, and 
resources toward improving current efforts to develop new therapies for complex, heterogeneous 
diseases. The focus of the partnership is on doing the research necessary to understand these 
diseases more fully, identifying the right targets to pursue for drug therapy, and thereby accelerating 
the ability to bring new medicines to patients in these diseases. To date, AMP has established 
research programs in Alzheimer's disease, type 2 diabetes, rheumatoid arthritis, and systemic lupus 
erythematosus. 


As AMP is designed as a precompetitive research partnership, new program proposals should be 
intended to observe the following AMP policies: 


Antitrust 


The project participants agree that all research activities funded by the partnership fall into the pre- 
competitive space. There is to be no discussion of marketing activities. 


Confidentiality 


The project participants agree that there is to be no sharing of confidential information as a “blanket 
tule.” If sharing is required, a specific CDA will be established by relevant parties and FNIH. 


Solicitations 
Solicitations will be open where practicable (or required by federal regulation). 
Conflict of interest 


Any conflicts of interest that arise are to be documented and reviewed with FNIH and the Executive 
Committee, who will jointly develop a mitigation strategy. 


Publications 

Projects will generally operate under a "team science" approach, and publications will have joint 
authorship where feasible. Specific publication strategies will be developed as part of each project 
plan. 

Data sharing 

Findings will be shared broadly and quickly, in the interest of patients and the public health; in 
certain cases partnership participants may have access to findings during assessment of data 
quality (up to 6 months of QA/QC). 


Intellectual property 


NIH - 005935 


Pre-existing IP must be free to be used by the partnership. All research discoveries are intended to 
be released into the public domain, with no pre-emptive patenting. In rare instances when this is not 
possible, FNIH will determine fair strategies for distributing IP to encourage broad commercialization 
and balanced public health benefit and review them with the Steering Committee and Executive 
Committee. 


NIH - 005936 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 3 Feb 2016 18:52:50 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: Proposed email and presentation on AMP AD for Jay Bradner 
Attachments: AMP-AD FNIH [IKBI@ Feb 2016.pptx 

Francis: 


Here is what | would send {i/)))/(9@—| am guessing slides would be more welcome than a text 
document in this context; let me know if you disagree. JT oe, 
A) | would propose to send with the 
following cover note. Please let me know if you think any of this needs to be cut down based on the 
conversation you've already had with ®: 


Dear) 


| am Director, Research Partnerships at the Foundation for the NIH and am following up your recent 
conversation with Francis Collins regarding the Accelerating Medicines Partnership (AMP), which | lead 
on behalf of NIH and multiple pharmaceutical industry and disease non-profit partners, 


As Francis may have mentioned, AMP is a 5-year, $187M partnership launched in February of 2014 that 
coordinates NIH and industry funding end expertise to improve target identification and validation and 
development of related biomarkers in Alzheimer's disease, type 2 diabetes, rheumatoid arthritis, and 
lupus. Funding for AMP initiatives is provided 50/50 by NIH and industry partners to support specific 
pre-competitive research projects with results that are shared broadly across the scientific community, 
but that is jointly managed through scientific Steering Committees with representation from all the 
partners, 


| have attached a Powerpoint slide deck and a brief written prospectus describing AMP, the AD program, 
and the specific opportunities and benefits associated with [/)/{)/(9Mparticipation. | am happy to set 
up further discussions to answer any questions [//{(®/@)may have about this. 


Regards, 


NIH - 005938 


David Wholley 
Director, Research Partnerships 
Foundation for the National Institutes of Health 


NIH - 005939. 


Accelerating Medicines 
PartnershipAlzheimer’s Disease 


Presentation for 


February 2016David WholleyDirector, Research 
PartnershipsFNIH 


>-FNIH 


Foundation for the 
National Institutes of Health 


AMP: Accelerating Medicines Partnership 
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Current AMP participation by disease area 


Alzheimer's disease Type 2 Diabetes RA, SLE & related 
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Government 
members 


| Current AMP funding commitments (total: 5 years) 


Total project Total NIH 
Disease area funding ($M) _—_ funding ($M) 


Total industry Total non-profit 
funding ($M) funding ($M) 


92.5 69.6 21.9 9 
* : ie ° 
RA/SLE 41.9 20.9 20.7 3 
Total 187.1 121.5 64.1 15 
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AMP governance and membership 


Extended Executive Committee Core Executive Committee 


Co-chairsFrancis Collins, NIfhikael Dolsten, Pfizer 


* Bill Chin, PhRMABIll Hait, * Spyros Artavantis-Tsakonas, Lifton, Yal 
J&lJim Sullivan, AbbVieLonBiogen- Ideclanet “|| MembersFrancis Cuss, ie rae ae ead Renee 
Cardon, GSKJoseph Miletictyoodcock, FDAAndy Plump, | | BMSRichard Hodes, 3 gers, 
Merck TakedaElias Zerhouni, Sanofi| | NIAKathy Hudson, NIHStevé"Y; Genetic Alliance 
Katz, NIAMS 


Alzheimer's disease 
Steering Committee 


RA, SLE Steering Committee 
Co-chairsMarty Hodge, PfizerBob Carter, 
NIAMSEC LiaisonSteve Katz, 
NIAMSMembersSimon Cooper, SanofiMary 


Type 2 DiabetesSteering Committee 


Co-chairsPeter Stein, MerckPhil Smith, NIDDK EC jt Ruetten, Cla 


Co-chairsMike Decker, AbbVieLaurie 


Ryan, NIAEC LiaisonRichard Hodes, 
NiAMembersMaria Carrillo, ALZHoward 
Fillit, ADDFXiaoming Guan, GSKSally 
John, Biogen IdecMark Mintun, Lilly Billy 
Dunn, FDAEllen Gadbois, Allison Lea, NIH 
ODSuzana Petanceska NIAWalter 
Koroshetz NINDSPat Walicke, NINDS 


ers for Innovation, Discove: 


Collins, ALR/LRiLisa Olsen, Carolyn Cuff, 
Marc Levesque, AbbVieAlan Hebert, Matt 
Mackey, MerckSteven Nadler, Rob 
Townsend, BMSScott Jelinsky, PfizerDan 
Rotrosen, Ellen Goldmuntz, NIAIDAmanda 
Niskar, Arthritis FoundationLachy McLean, 
Chris Arendt TakedaEllen Gadbois, Allison 
Lea NIH ODSusana Serrate-Sztein, Su-Yao 
Mao, Yan Wang, NIAMS 
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AMP-AD program overview 
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AMP AD Project Timeline 
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AMP-AD Project A progress and challenges: 


er 


Partners for Innovation, Discovery, Health i iq www.fnih.org 


FNIA | ea 


FNIH | Fay 


Partners for Innovation, Discovery, Health | www.fnih.org 


Partners for Innovation, Discovery, Health | www.fnih.org 18 


Partners for Innovation, Discovery, Health | www.fnih.org 19 


Partners for Innovation, Discovery, Health | www.fnih.org 20 


Partners for Innovation, Discovery, Health | www.fnih.org 21 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 21 Jun 2016 08:06:26 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: AMP 


Thanks for the perspective. I will speak withf®@and see what he has to say, let you know. 
Thank you for your personal best wishes as well. 
David 


-----Original Message----- 

From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, June 21, 2016 5:07 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: AMP 


FC 


-----Original Message----- 

From: Wholley, David (FNIH) [T] 
Sent: Monday, June 20, 2016 5:04 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: AMP 


Hi Francis, Can you give me any context for this? How would you like me to handle? David Sent from my 
BlackBerry 10 smartphone. 
Original Message 
From: 
Sent: Monday, June 20, 2016 2:56 PM 
To: Wholley, David (FNIH) [T] 
Subject: AMP 


Hi David. 


If true, might we have a quick chat before 


the AMP call early next week? 
Kind regards, 


NIH - 005961 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 24 Mar 2016 17:21:43 -0400 

To: Pamela J Edmonds 

Ce: Collins, Francis (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 
Subject: Re: AMP Executive Committee Teleconferences 


Certainly. Please let me know how you'd like us to connect 


Sent from my BlackBerry 10 smartphone. 

From: Pamela J Edmonds 

Sent: Thursday, March 24, 2016 3:09 PM 

To: Wholley, David (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 
Subject: RE: AMP Executive Committee Teleconferences 


David, 
Jan has a priority meeting from 8:00-9:00. Could he speak with you privately at 9:30? 


Thanks, 
Pam 


Pamela J. Edmonds 

Senior Executive Assistant, Lilly Research Laboratories 

Eli Lilly and Company 

Lilly Corporate Center, Indianapolis, IN 46285 USA 

317.276.1277 (office) | 317.277.1125 (fax) | EN (mobile) 


CONFIDENTIALITY NOTICE: This e-mail message (including all attachments) is for the sole use of the intended recipient(s) and 
may contain confidential information. Any unautrorized review. use, disclosure, copying or distribution is strictly prohibited. If you 
are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 
Sent: Thursday, March 24, 2016 9:19 AM 

To: Pamela J Edmonds 

Cc: Collins, Francis (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T] 
Subject: FW: AMP Executive Committee Teleconferences 


Pamela, 

Might it be possible for Jan to join at least the first 15-20 minutes of the call tomorrow morning? We 
have a few strategic items for discussion at that end of the call, and it would be great to have him 
involved if at all possible. Thank you, 

David Wholley 


NIH - 005962 


-----Original Appointment-- 
From: Pamela J Edmonds [mailto:edmonds_ pamela j@lilly.com] On Behalf Of Jan Lundberg 

Sent: Wednesday, March 23, 2016 12:27 PM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: Declined: AMP Executive Committee Teleconferences 

When: Occurs the last Friday of every 1 month(s) effective 3/25/2016 until 2/24/2017 from 8:00 AM to 
9:00 AM Eastern Standard Time. 


Where: {9G France: 0805 770 131 Participant Code: ()f(OG Moderator Code: IIOO 
Project Code: @ 


Cheryl, Dr. Lundberg has a conflict and will not be available to attend. Thanks, Pam 


NIH - 005963 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 9 May 2016 19:52:31 -0400 

To: Collins, Francis (NIH/OD) [E];Rosema, Laura (NIH/OD) [E];Baker, Rebecca 
(NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Tabak, Lawrence (NIH/OD) [E] 

Subject: RE: Follow up from Hever meeting in New York 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, May 09, 2016 6:53 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Rosema, Laura (NIH/OD) [E] 
<laura.rosema@nih.gov>; Baker, Rebecca (NIH/OD) [E 


Cc: Hudson, Kathy (NIH/OD) [E] [SH @; Tabak, Lawrence (NIH/OD) [E] 
Subject: FW: Follow up from Hever meeting in New York 
Hi David, Laura, and Rebecca, 


FC 


From: MEULIEN Pierre ( IMI ) 

Sent: Monday, May 09, 2016 4:24 PM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Follow up from Hever meeting in New York 


Dear Francis, 


It was great to meet up again at the Hever meeting in New York recently. 


If you think this would be worth a chat please let me know and | would be happy to set up a conference 
call with a small number of players to begin with. We could also just have a preliminary chat with the 
two of us to discuss outlines. 


There may be other topics that you feel may be equally or more relevant to discuss as well. 
Looking forward to hearing your thoughts on this. 
Best regards 


Pierre 


Legal Disclaimer/Gonfidentiallly Note: This message /s intended only for the use of the naed recipient(s) and may contain confidential 
and/or privileged information. if you are not the intended recipient, please contact the sender and delete this message. Any unauthorised use 


of the information contained in this message is prohhited 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 25 Apr 2016 07:17:48 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: follow up needed after PACT discussion at Hever 


We are updating the contact list that Laura put together. 


Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 24, 2016 2:44 PM 

To: Wholley, David (FNIH) [T] 

Subject: FW: follow up needed after PACT discussion at Hever 


Meant to cc you on this... 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 24, 2016 8:38 AM 

To: Rosema, Laura (NIH/OD) [E] 

Cc: Baker, Rebecca (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Lowy, Douglas (NIH/NCI) [E]; 
Doroshow, James (NIH/NCI) [E]; Lubenow, Anne (NIH/NCI) [E]; Tabak, Lawrence (NIH/OD) [E]; Singer, 
Dinah (NIH/NCT) [E] 

Subject: follow up needed after PACT discussion at Hever 


Hi Laura, 


Thanks, Francis 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 25 Apr 2016 08:19:43 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: follow up needed after PACT discussion at Hever 


ill get with Laura on this. 


Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, April 25, 2016 7:28 AM 

To: Wholley, David (FNIH) [T] 

Subject: RE: follow up needed after PACT discussion at Hever 


Good question. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 25, 2016 7:18 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Re: follow up needed after PACT discussion at Hever 


We are updating the contact list that Laura put together. 


S n 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 24, 2016 2:44 PM 

To: Wholley, David (FNIH) [T] 

Subject: FW: follow up needed after PACT discussion at Hever 


Meant to cc you on this... 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 24, 2016 8:38 AM 

To: Rosema, Laura (NIH/OD) [E] 

Cc; Baker, Rebecca (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Lowy, Douglas (NIH/NCI) [E]; 
Doroshow, James (NIH/NCI) [E]; Lubenow, Anne (NIH/NCI) [E]; Tabak, Lawrence (NIH/OD) [E]; Singer, 
Dinah (NIH/NCT) [E] 

Subject: follow up needed after PACT discussion at Hever 


NIH - 005967 


Hi Laura, 


Thanks, Francis 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 19 Apr 2016 17:30:52 -0400 
To: Pelis, Kim (NIH/OD) [E] 
Ce: Burklow, John (NIH/OD) [E];Kolberg, Rebecca (NIH/OD) [E];Gadbois, Ellen 


(NIH/OD) [E];Lea, Allison (NIH/OD) [C];George, Jill (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Canet- 
Aviles, Rosa (FNIH) [T];Hoffmann, Steve (FNIH) [T];Spear, Nicole (FNIH) [T] 


Subject: RE: For Francis Collins - update on AMP 
Attachments: AMP Summary for HEVER - F Collins 4-23-16 final.pptx 
Importance: High 


Here you go, Kim. We put together one IMI slide for each of the three AMP research initiatives since 
they (and their interactions with IMI) are rather different. | was not sure how much Dr. Collins wants to 
say on the subject or if the opportunity would arise to do so | put these as the first slides in the backup 
section. | also remembered the date of his presentation as April 23; if different for any reason please go 
ahead and change. Let me know if these fit the bill or anything else you may need, David 


From: Pelis, Kim (NIH/OD) [E] 

Sent: Tuesday, April 19, 2016 4:16 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Burklow, John (NIH/OD) [E] GG; Kolberg, Rebecca (NIH/OD) [E] 
PY NWG>>; Gadbois, Elien (NIH/OD) [E]/ 7 PG; Lea, Allison (NIH/OD) [C] 
[SDD George, sil (NIH /OD) [ NNOHO)> 


Subject: RE: For Francis Collins - update on AMP 
Hi David, 
How is slide recovery coming along? 


We just met with Dr. Collins. As long as we have your slides and any background materials by noon 
tomorrow, we should be able to integrate everything in time. (He did ask about IMI/Pierre Meulien and 
AMP specifically — so your original plan to include a slide on the subject is a good one!) 


Thanks, 
Kim 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, April 19, 2016 11:54 AM 

To: Pelis, Kim (NIH/OD) [E] oOo 

Cc: Burklow, John (NIH/OD) [E]/7 HG; Kolberg, Rebecca (NIH/OD) [E] 
(NNNNNG,;; Gadbois, Ellen (NIH/OD) [E] | NIG; Lea, Allison (NIH/OD) [C] 
(NG, George, sil (NIH/OD) [€) NOO 


Subject: Re: For Francis Collins - update on AMP 


OIT is still working but should be done soon. Won't be ready for noon but will work to have by 
mid-afternoon 


NIH - 005969, 


Sent from my BlackBerry 10 smartphone. 

From: Pelis, Kim (NIH/OD) [E] 

Sent: Tuesday, April 19, 2016 10:21 AM 

To: Wholley, David (FNIH) [T] 

Cc: Burklow, John (NIH/OD) [E]; Kolberg, Rebecca (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Lea, 
Allison (NIH/OD) [C]; George, Jill (NIH/OD) [E] 

Subject: RE: For Francis Collins - update on AMP 


Hi David, 
ls there any way you can send us your AMP updates by noon today? 


Dr. Collins just received a note from Hever, requesting his final slide set tomorrow. This means our only 
chance to review slides with him will be at our meeting at 3:00 this afternoon. We'll have to give him our 
draft today COB, so he can finalize and send it tomorrow. 


We can generate slides from the information you send. And, if there’s a PD update later this week, we 
can send it to him separately. 


My apologies for adding to what must already be a chaotic week! 


Many thanks, 
Kim 


From: George, Jill (NIH/OD) [E] 

Sent: Monday, April 18, 2016 11:10 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Burklow, John (NIH/OD) [E] {UN OG; Kolberg, Rebecca (NIH/OD) [E] 
PYG; Gadbois, Ellen (NIH/OD) [E] 7 PPG; Lea, Allison (NIH/OD) [C] 
[EEX Peis, kim (NIH/OD) (€] NOLO 


Subject: RE: For Francis Collins - update on AMP. 


Hi David, 

Oh my! So sorry to hear about the stolen laptop. Please send what you can tomorrow. We can create 
the slides. 

We can update Dr. Collins with AMP PD via email if he departs before that is confirmed. 

Thanks so much for letting us know, and good luck with everything. 

Jill 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 18, 2016 10:53 AM 

To: Pelis, Kim (NIH/OD) [E] oe 

Ce: Burklow, John (NIH/OD) [E]/ 1G; Kolberg, Rebecca (NIH/OD) [E] 

SNS George, Jill (NIH/OD) [E] [7 NG; Gadbois, Ellen (NIH/OD) [E] 
(HE; Lea, Allison (NIH/OD) [C] [LOO 


— Re: For Francis Collins - update on AMP 


NIH - 005970 


Hi Kim, 
Just wanted you to know | am doubtful about getting slides to you today--my laptop was stolen 
Friday night for one thing--hoping to be able to get them to you tomorrow. Am also trying to 
get call to confirm final funding for amp PD this week as well. Thanks David 


Sent from my BlackBerry 10 smartphone. 

From: Pelis, Kim (NIH/OD) [E] 

Sent: Tuesday, April 12, 2016 4:34 PM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Kolberg, Rebecca (NIH/OD) [E]; George, Jill (NIH/OD) [E]; Gadbois, 
Ellen (NIH/OD) [E]; Lea, Allison (NIH/OD) [C] 

Subject: RE: For Francis Collins - update on AMP 


Hi, David, 


We spoke with Dr. Collins about Hever this afternoon. He’s looking for 6-8 slides on AMP. It’s one of four 
main topics he’ll be presenting to the group — and he’s planning to leave plenty of time for discussion 
afterwards. 


Best, 
Kim 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 11, 2016 5:32 PM 

To: Pelis, Kim (NIH/OD) [E] NO 

Ce: Burklow, John (NIH/OD) [E]/7 7G; Kolberg, Rebecca (NIH/OD) [E] 
PNG; George, Jill (NIH/OD) (E] [7 PPG; Gadbois, Ellen (NIH/OD) [E] 
(BO? Lea, Alison (NIH/0D) [Cl [LO 


Subject: RE: For Francis Collins - update on AMP. 


O17 Kin, ! 0 CTCL. 
a ee ee ee) 
EBS | may also throw ina slide on AMP interactions with IMI, as their 


new director, Pierre Meuliens will be in attendance (as Dr. Collins will remember from our last AMP EC 
call). How much time will he have to speak on AMP do you think? David 


From: Pelis, Kim (NIH/OD) [E] 

Sent: Monday, April 11, 2016 3:04 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Burklow, John (NIH/OD) [E] [UNO Kolberg, Rebecca (NIH/OD) [E] 

NNN, George, Jill (NIH/OD) [E] 7 NOG; Gadbois, Ellen (NIH/OD) [E] 
; Lea, Allison (NIH/OD) [CI eo 


Subject: For Francis Collins - update on AMP. 


Dear Mr. Wholley, 


NIH - 005971 


Dr. Collins will be speaking at the annual Hever meeting next week (4/23 — | suspect you're familiar with 
Hever and its “Chatham House Rule”; however, if you need additional information, please let me know). 
During his NIH Update, Dr. Collins would like to provide the group with the latest information about 
AMP — and he asked us to contact you for that information: “Report on status of AMP: lessons learned; 
possible new project on Parkinson’s disease (David Wholley, FNIH).” 


Dr. Collins has used an overview slide, plus a handful of project-specific slides, in past talks. However, he 
hasn’t yet spoken on “lessons learned” — nor do we have any information about a possible new project. 
We would be grateful for your updates and insights. Also, if you have any slides you have used to 
present any of this information, we’d be grateful to receive them, too. They'd help us update, and add 
to, his current deck. 


If we might receive your materials by next Monday, April 18, we would be very appreciative indeed. 


Many thanks and best regards, 
Kim 

Kim Pelis, Ph.D. 

NIH/OCPL 

(301) 402-1201 


NIH... Turning Discovery Into Health® 
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Current AMP Participation by Disease Area 
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NIH - 005979 


Partners for Innovation, Discovery, Health | www.fnih.org 7 


AMP-AD Progress and Challenges: 
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Jame RA/SLE Progress Update 
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AMP RA/SLE Progress Update 
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Background 


Slides 
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AMP Governance and Membership 


Extended Executive Committee Core Executive Committee 
Co-chairsFrancis Collins, NIH_ Mikael Dolsten, Pfizer 
© Bill Chin, PRRMABIll Hait Doug Williams, Biogen- re 
J&uJim Sullivan, AbbVieLonidecJanet Woodcock, MembersFrancisCuss, ick Lifton, YaleJan Lundberg, 
Cardon, GSkJoseph FDATachi Yamada, BMSRichard Hodes, LillyGriffin Rodgers, NIDDKSharon 
Miletich, Merck TakedaElias Zerhouni, NIAKathy Hudson, NIHStayéry, Genetic Alliance 
Sanofi Katz, NIAMS S 


Alzheimer's disease Type 2 DiabetesSteering Committee RA, SLE Steering Committee 
Steering Committee Co-chairsMarty Hodge, PfizerBob Carter, 
Co-chairsPeter Stein, MerckPhil Smith, NIDDK E{  yiamseC LiaisonSteve Katz, bt 


Co-chairsMike Decker, AbbVieLaurie 
Ryan, NIAEC LiaisonRichard Hodes, 
NIAMembersMaria Carrillo, ALZHoward 
Fillit, ADDFXiaoming Guan, GSKTim 
Harris, Biogen IdecMark Mintun, Lilly 
Billy Dunn, FDAEllen Gadbois, Allison 
Lea, NIH ODSuzana Petanceska 
NlAWalter Koroshetz NINDSPat Walicke, 
NINDS 


NIAMSMembersTBD, SanofiMary Collins, 
ALR/LRILisa Olsen, Carolyn Cuff, Marc 
Levesque, AbbVieAlan Hebert, Andrey 
Loboda, MerckSatwant Narula, Rob 
Townsend, Steven Nadler, BMSDan 
Rotrosen, Ellen Goldmuntz, NIAIDAmanda 
Niskar, Arthritis FoundationLachy McLean, 
TakedaEllen Gadbois, Allison Lea NIH 
ODSusana Serrate-Sztein, Su-Yao Mao, 
Yan Wang, NIAMS 
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AMP Funding Commitments (total: 5 years) 


Total project Total NIH Total industry Total non-profit 
Disease area funding ($M) funding ($M) _—_ funding ($M) funding ($M) 


92,5 69.6 21:9" 1.0 
52.8 3248" 21.5* 3 
RA/SLE 41.9 20.9 20.7 3 
Total 187.2 121.5 64.1 1.6 
Does not include in-kind contributions of $40M to AD and $6.5M to Additional funding anticipated 
NIH - 005989 
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AMP RA/SLE 
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From: Wholley, David (FNIH) [T] 


Sent: Sat, 23 Apr 2016 10:57:39 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: GSK is in! 


Fantastic! Only other company has been {@J@), and thei 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, April 23, 2016 8:40 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Koroshetz, Walter (NIH/NINDS) [E] 
Subject: GSK is in! 


Patrick Vallance confirms that GSK is definitely in for Parkinson’s disease AMP. [ee 


| will see whether | can recruit any more partners this afternoon at Hever. 
Onward! 


Francis 


NIH - 005995 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 23 Apr 2016 11:07:06 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: GSK is in! 


Sent from my BlackBerry 10 smartphone. 


From: Wholley, David (FNIH) [T] 

Sent: Saturday, April 23, 2016 10:58 AM 
To: Wholley, David (FNIH) [T] 

Subject: RE: GSK is in! 


(§9® main interest has been in ALS, doubt they will come in 


From: Wholley, David (FNIH) [T] 
Sent: Saturday, April 23, 2016 10:58 AM 
To: Collins, Francis (NIH/OD) [E] Soe 


Subject: RE: GSK is in! 


Fantastic! Only other company has been {(@®J@ and theii 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, April 23, 2016 8:40 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Koroshetz, Walter (NIH/NINDS) [E] 
Sea) 

Subject: GSK is in! 


Patrick Vallance confirms that GSK is definitely in for Parkinson’s disease AMP. Joe 


| will see whether | can recruit any more partners this afternoon at Hever. 
Onward! 


Francis 


NIH - 005996 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 25 Apr 2016 06:59:35 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Hever follow up 

Francis 


Thanks for the great uct [lll RNS) 


Sounds like a great meeting. 
David 

Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 24, 2016 2:44 PM 

To: Wholley, David (FNIH) [T] 

Subject: Hever follow up 


Hi David, 


AMP was very well received at the Hever meeting. ST ee 


NIH - 005997 


FC 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 25 Apr 2016 08:13:58 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Hever follow up 

Agree! 


Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, April 25, 2016 7:25 AM 

To: Wholley, David (FNIH) [T] 

Subject: RE: Hever follow up 


Sounds good, [itt nns205) 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Monday, April 25, 2016 7:00 AM 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Hever follow up 


Francis 
Thanks for thi 


Sounds like a great meeting. 


David 


NIH - 005 


Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 24, 2016 2:44 PM 

To: Wholley, David (FNIH) [T] 

Subject: Hever follow up 


Hi David, 


AMP was very wel received at the Hever meeting. lillies) 


NIH - 006000 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 29 Jan 2016 08:47:00 -0500 

To: Dolsten, Mikael;Melencio, Cheryl (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: Re: Materials for AMP Executive Committee Call -- January 29, 2016 


Mikael, hoping you can call in soon as we have an important governance issue to discuss with 
you. 

Sent from my BlackBerry 10 smartphone. 

From: Dolsten, Mikael 

Sent: Friday, January 29, 2016 7:13 AM 

To: Melencio, Cheryl (FNIH) [T] 

Cc: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 

Subject: Re: Materials for AMP Executive Committee Call -- January 29, 2016 


Good morning 

I will unfortunately be late in calling in but will join second half of the call around 835 am 
Mikael 

Sent from my iPhone 

On Jan 28, 2016, at 10:40 AM, Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> wrote: 
Good morning, 

Attached are the materials for Friday morning’s call at 8 a.m. Eastern time. 

For your easy reference, here are the callin credentials: [PPO France: 0805 770 131 


Participant Code: {1G Moderator Code: (GO Project Code: WIG 
Cheryl 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 
industry standards. 


geeks 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments is strictly prohibited; 
please delete the e-mail and attachments immedictely. 
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<AMP EC Slides Jan 29 2016 FINAL.pdf> 
<2015 Dec 1 AMP EC teleconference minutes_final draft.pdf> 
<2015_12_18 AMP Extended EC telecon final draft.pdf 


NIH - 006002 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 24 Feb 2016 11:02:43 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Materials for AMP Pre-Call (for Feb. 26 call) 


Yes sorry, getting ahead of myself 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, February 24, 2016 10:56 AM 

To: Wholley, David (FNIH) [T] 

Subject: RE: Materials for AMP Pre-Call (for Feb. 26 call) 


You mean 11:30 AM, right? 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, February 24, 2016 9:45 AM 

To: Melencio, Cheryl (FNIH) [T]; Hoffmann, Steve (FNIH) [T]; Whitaker, Sanya (FNIH) [T]; Spear, Nicole 
(FNIH) [T]; Canet-Aviles, Rosa (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; 
Lea, Allison (NIH/OD) [C]; Boskent, Celeste (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; Di Mantova, 
Emma (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Doswell, Greta (NIH/OD) [E]; Menetski, Joseph 
(FNIH) [T] 

Subject: Materials for AMP Pre-Call (for Feb. 26 call) 

Importance: High 


All: for our call at 11AM—we wanted to wait to be sure we included slides from the AMP T2D face to 
face that concluded yesterday. Thanks, David 


<< File: Copy of Feb26AMPEC.xlsx >> << File: 2016-01-29 AMP EC Teleconference Minutes_final 
draft.docx >> << File: AMP EC Slides Feb 26 2016 DRAFT.pptx >> 


NIH - 006003. 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 28 Jun 2016 09:49:29 -0400 

To: Baker, Rebecca (NIH/OD) [E];Collins, Francis (NIH/OD) [E] 

Ce: Burklow, John (NIH/OD) [E];Harris, Melissa (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E];McManus, Ayanna (NIH/OD) [E];Di Mantova, Emma (NIH/OD) [E];Rosema, Laura (NIH/OD) 
(E] 

Subject: RE: Materials for industry roundtable at the Cancer Moonshot Summit 

Hi Rebecca: 


Just two corrections on the comments around the summit participants in the last document: 

Ann Rarker has not been involved in the Biomarkers Consortium at all since she left NCI in 2012. She 
runs a policy-focused (as opposed to the research focus of the BC) partnership out of ASU called the 
National Biomarker Development Alliance. 

David Reese is on the Biomarkers Consortium EC. 


Thanks, David 


From: Baker, Rebecca (NIH/OD) [E] 

Sent: Tuesday, June 28, 2016 1:44 AM 

To: Collins, Francis (NIH/OD) [€] ee 

Ce: Burklow, John (NIH/OD) [E] 9 @; Harris, Melissa (NIH/OD) [E] 
PINNIO>; Wood, Gretchen (NIH/OD) [E] | OE; McManus, Ayanna 
(NIH/0D) [E]/ Mill IGG Di Mantova, Emma (NIH/OD) (E] |. lll EEOCO 
Wholley, David (FNIH) [T] <dwholley@fnih.org>; Rosema, Laura (NIH/OD) [E]/ 
Subject: Materials for industry roundtable at the Cancer Moonshot Summit 


Dr. Collins, 


Attached please find PACT-related materials for the industry roundtable at the White House’s Cancer 
Moonshot summit: 


Laura Rosema and | worked with David Wholley and Stacey Adam of FNIH to develop the first three 
documents. Please let us know if you have any questions or concerns, or if you would like any additional 
information about the conversations held thus far with potential PACT partners. We'll also work with 
NCI to get the list of participants in the Formulary, which | haven’t seen come through yet. 


Thanks and welcome back, 


Rebecca 


NIH - 006005, 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 21 Apr 2016 16:34:07 -0400 
To: Pelis, Kim (NIH/OD) [E] 
Ce: Burklow, John (NIH/OD) [E];Kolberg, Rebecca (NIH/OD) [E];Gadbois, Ellen 


(NIH/OD) [E];Lea, Allison (NIH/OD) [C];George, Jill (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Canet- 
Aviles, Rosa (FNIH) [T];Hoffmann, Steve (FNIH) [T];Spear, Nicole (FNIH) [T] 


Subject: RE: NEW REQUEST - For Francis Collins - update on AMP 
Attachments: AMP Summary for HEVER - F Collins 4-23-16 final v2.pptx 
Here you go. 


From: Pelis, Kim (NIH/OD) [E) 

Sent: Thursday, April 21, 2016 3:19 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Burklow, John (NIH/OD) [E] (GG; Kolberg, Rebecca (NIH/OD) [E] 
(HPPPNNGG>; Gadbois, Elien (NIH/OD) [E] 7 NG; Lea, Allison (NIH/OD) [C] 
PYG; George, Jill (NIH/OD) [E]) IP GG; Collins, Francis (NIH/OD) [E] 
/ ®@ Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org>; Hoffmann, Steve (FNIH) 
[T] <shoffmann@fnih.org>; Spear, Nicole (FNIH) [T] <nspear@fnih.org> 

Subject: RE: NEW REQUEST - For Francis Collins - update on AMP 


Thank you, David! 
Kim 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, April 21, 2016 3:16 PM 

To: Pelis, Kim (NIH/OD) [E] Toe 

Cc: Burklow, John (NIH/OD) [E] 7) GG); Kolberg, Rebecca (NIH/OD) [E] 
PYG; Gadbois, Ellen (NIH/OD) [E]/ Ty yyyWG; Lea, Allison (NIH/OD) [C] 
{ ®)G; George, Jill (NIH/OD) [E] 99) @; Collins, Francis (NIH/OD) [E] 
PO >; canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org>; Hoffmann, Steve (FNIH) 
[T] <shoffmann@fnih.org>; Spear, Nicole (FNIH) [T] <nspear@fnih.org> 

Subject: RE: NEW REQUEST - For Francis Collins - update on AMP. 


Sure. I’m on it. 


From: Pelis, Kim (NIH/OD) [E] 
Sent: Thursday, April 21, 2016 2:28 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Cc: Burklow, John (NIH/OD) [E] IG Kolberg, Rebecca (NIH/OD) [E] 
PYG Gadbois, Ellen (NIH/OD) [E] 7 PPG Lea, Allison (NIH/OD) [C] 
(WG; George, Jill (NIH/OD) [E] (TG; collins, Francis (NIH/OD) [E] 

; Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org>; Hoffmann, Steve (FNIH) 
[T] <shoffmann@fnih.org>; Spear, Nicole (FNIH) [T] <nsoear@fnih.org> 
Subject: NEW REQUEST - For Francis Collins - update on AMP 
Importance: High 


David, 


We just met with Dr. Collins. He asked us to request from you and your group three specific summary 
slides: one per pilot project. Each slide should include only information and updates that would be most 
essential to the Hever group. 


(Dr. Collins prefers brief bullets — with 20-point Arial font being the smallest used.) 


He’s leaving tomorrow morning and has requested all Hever materials before he heads out. If you would 
send us the three slides by 9:00 tomorrow morning, we'll do any last-minute formatting and get them 
to him before he goes. 


Please do give me a call if you have any questions — 301-402-1201. 


Thanks so very much! 
Kim 


From: Wholley, David (FNIH) [T] 
Sent: Tuesday, April 19, 2016 5:31 PM 
To: Pelis, Kim (NIH/OD) [E] oo 
Cc: Burklow, John (NIH/OD) [E]/ 7G; Kolberg, Rebecca (NIH/OD) [E] 
LEY YG; Gadbois, Elien (NIH/OD) [E]/ 7 PPG; Lea, Allison (NIH/OD) [C] 
WG George, Jill (NIK/OD) [E] | I WG@>; Collins, Francis (NIH/OD) [E] 
i; Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org>; Hoffmann, Steve (FNIH) 
[T] <shoffmann@fnih.org>; Spear, Niccle (FNIH) [T] <nspear@fnih.org> 
Subject: RE: For Francis Collins - update on AMP 
Importance: High 


Here you go, Kim, We put together one IMI slide for each of the three AMP research initiatives since 
they (and their interactions with IMI) are rather different. | was not sure how much Dr. Collins wants to 
say on the subject or if the opportunity would arise to do so | put these as the first slides in the backup 
section. | also remembered the date of his presentation as April 23; if different for any reason please go 
ahead and change. Let me know if these fit the bill or anything else you may need. David 


From: Pelis, Kim (NIH/OD) [E] 

Sent: Tuesday, April 19, 2016 4:16 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Burklow, John (NIH/OD) [E] {UP @; Kolberg, Rebecca (NIH/OD) [E] 
PNNBGO>; Gadbois, Ellen (NIH/OD) [£1 PNG; Lea, Allison (NIH/OD) [C] 
[OO George, il (NIH/OD) [E] EO 


Subject: RE: For Francis Collins - update on AMP 


Hi David, 


How is slide recovery coming along? 


NIH - 006007 


We just met with Dr. Collins. As long as we have your slides and any background materials by noon 
tomorrow, we should be able to integrate everything in time. (He did ask about IMI/Pierre Meulien and 
AMP specifically — so your original plan to include a slide on the subject is a good one!) 


Thanks, 
Kim 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, April 19, 2016 11:54 AM 

To: Pelis, Kim (NIH/OD) [E] oe 

Ce: Burklow, John (NIH/OD) [E]/ (9G >; Kolberg, Rebecca (NIH/OD) [E] 
[AAAAANG; Gadbois, Ellen (NIH/OD) [E] NOE >; Lea, Allison (NIH/OD) [C] 
[MEG George, sil (N1+/0D) [€) [COLO 


Subject: Re: For Francis Collins - update on AMP. 


OIT is still working but should be done soon. Won't be ready for noon but will work to have by 
mid-afternoon 


Sent from my BlackBerry 10 smartphone. 

From: Pelis, Kim (NIH/OD) [E] 

Sent: Tuesday, April 19, 2016 10:21 AM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Kolberg, Rebecca (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Lea, 
Allison (NIH/OD) [C]; George, Jill (NIH/OD) [E] 

Subject: RE: For Francis Collins - update on AMP 


Hi David, 
ls there any way you can send us your AMP updates by noon today? 


Dr. Collins just received a note from Hever, requesting his final slide set tomorrow. This means our only 
chance to review slides with him will be at our meeting at 3:00 this afternoon. We'll have to give him our 
draft today COB, so he can finalize and send it tomorrow. 


We can generate slides from the information you send. And, if there’s a PD update later this week, we 
can send it to him separately. 


My apologies for adding to what must already be a chaotic week! 


Many thanks, 
Kim 


From: George, Jill (NIH/OD) [E] 

Sent: Monday, April 18, 2016 11:10 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Burklow, John (NIH/OD) [E] Kolberg, Rebecca (NIH/OD) [E] 


aio: 
(EEN; Gaddis, Elien (NIH/OD) [E] |) MEN ENON; Lea, Allison (NIH/OD) [Cc] 


[AAG Pelis, kim (NIH/OD) [E] (A ee> 


Subject: RE: For Francis Collins - update on AMP. 


Hi David, 

Oh my! So sorry to hear about the stolen laptop. Please send what you can tomorrow. We can create 
the slides. 

We can update Dr. Collins with AMP PD via email if he departs before that is confirmed. 

Thanks so much for letting us know, and good luck with everything. 

Jill 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 18, 2016 10:53 AM 

To: Pelis, Kim (NIH/OD) [E] Soo 

Ce: Burklow, John (NIH/OD) [E] (1G; Kolberg, Rebecca (NIH/OD) [E] 

(AAA; George, Jill (NiH/OD) [E] |G; Gadbois, Ellen (NIH/OD) [E] 
; Lea, Allison (NIH/OD) [(C|/ 9 @@ 


Subject: Re: For Francis Collins - update on AMP 


Hi Kim, 

Just wanted you to know | am doubtful about getting slides to you today--my laptop was stolen 
Friday night for one thing--hoping to be able to get them to you tomorrow. Am also trying to 
get call to confirm final funding for amp PD this week as well. Thanks David 


Sent from my BlackBerry 10 smartphone. 

From: Pelis, Kim (NIH/OD) [E] 

Sent: Tuesday, April 12, 2016 4:34 PM 

To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E]; Kolberg, Rebecca (NIH/OD) [E]; George, Jill (NIH/OD) [E]; Gadbois, 
Ellen (NIH/OD) [E]; Lea, Allison (NIH/OD) [C] 

Subject: RE: For Francis Collins - update on AMP 


Hi, David, 


We spoke with Dr. Collins about Hever this afternoon. He’s looking for 6-8 slides on AMP, It’s one of four 
main topics he’ll be presenting to the group — and he’s planning to leave plenty of time for discussion 
afterwards. 


Best, 
Kim 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 11, 2016 5:32 PM 

To: Pelis, Kim (NIH/OD) [E] 0 @e> 

Ce: Burklow, John (NIH/OD) [E]/ 8G; Kolberg, Rebecca (NIH/OD) [E] 
PNG; George, Jill (NIH/OD) [E] IG; Gadbois, Ellen (NIH/OD) [E] 


[NOG Lea, Alison (NIH/0D) (C) NNO 


Subject: RE: For Francis Collins - update on AMP. 


OK, Kim, got it. | will be checking with our last remaining funding hurdle (8Gon the disposition of the 
PD initiative—hopefully we'll have some kind of answer on this before Monday or HEVER itself, but 
maybe not. That's the only danger. | may also throw ina slide on AMP interactions with IMI, as their 
new director, Pierre Meuliens will be in attendance (as Dr. Collins will remember from our last AMP EC 
call). How much time will he have to speak on AMP do you think? David 


From: Pelis, Kim (NIH/OD) [E] 

Sent: Monday, April 11, 2016 3:04 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Burklow, John (NIH/OD) [E] NG; Kolberg, Rebecca (NIH/OD) [E] 
SNNNG,; George, Jill (NIH/OD) [E] HG; Gadbois, Ellen (NIH/OD) [E] 
(EG Lea, Allison (NIH/0D) [C] LOO 


Subject: For Francis Collins - update on AMP 
Dear Mr. Wholley, 


Dr. Collins will be speaking at the annual Hever meeting next week (4/23 —| suspect you're familiar with 
Hever and its “Chatham House Rule”; however, if you need additional information, please let me know). 
During his NIH Update, Dr. Collins would like to provide the group with the latest information about 
AMP — and he asked us to contact you for that information: “Report on status of AMP: lessons learned; 
possible new project on Parkinson’s disease (David Wholley, FNIH).” 


Dr. Collins has used an overview slide, plus a handful of project-specific slides, in past talks, However, he 
hasn’t yet spoken on “lessons learned” — nor do we have any information about a possible new project. 
We would be grateful for your updates and insights. Also, if you have any slides you have used to 
present any of this information, we'd be grateful to receive them, too. They'd help us update, and add 
to, his current deck. 


If we might receive your materials by next Monday, April 18, we would be very appreciative indeed. 


Many thanks and best regards, 
Kim 

Kim Pelis, Ph.D. 

NIK/OCPL 

(301) 402-1201 


NIH ... Turning Discovery Into Health® 


NIH - 006010 


4 
- = Slisease 
S= 2= > Molecules 


sAccelefatingy 


i. 
eMedicil == patients as 
= 


a | 
FNIH ‘Partne Hersilpz 
_ N08 Type 2 Diabetes 


| | Accelerating Medicines Partnership (AMP) T2D 


NIH - 006012 


Partners for Innovation, Discovery, Health | www.fnih.org 2 


| | AMP-Alzheimer’s Disease 


NIH - 006013 


Partners for Innovation, Discovery, Health | www.fnih.org 3 


| | AMP- Rheumatoid Arthritis/SLE 


NIH - 006014 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 29 Jan 2016 13:29:40 -0S00 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Novartis 


Francis-- Great!! Of course! 
Sent from my BlackBerry 10 smartphone. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, January 29, 2016 1:12 PM 
To: Wholley, David (FNIH) [T] 
Subject: Novartis 


Hi David, 


Can you put together a pitch to him for Novartis to join the AMP AD project? Let me see it before you 
send. 


FC 


NIH - 006015 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 13 Jun 2016 09:44:55 -0400 

To: Collins, Francis (NIH/OD) [E];Rosema, Laura (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E];Wolinetz, Carrie 
(NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Adam, Stacey (FNIH) [T] 

Subject: RE: PACT working groups update 

Francis, 


We will work with Laura to make sure the calls are productive. 
David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, June 12, 2016 4:19 AM 


To: Rosema, Laura (NIH/OD) [E] SI oee> 


Cc: Hudson, Kathy (NIH/OD) [E] ; Baker, Rebecca (NIH/OD) [E] 
(NG, wolinetz, Carrie (NIH/OD) [E] |; Wood, Gretchen 


(NIH/OD) [E] {9G wholley, David (FNIH) [T] <dwholley@fnih.org>; Adam, Stacey 
(FNIH) [T] <sadam@fnih.org> 
Subject: RE: PACT working groups update 


Hi Laura, 


Thanks for sending along this summary. It is good to see the company interest taking shape this way. 


Yes, please proceed to see what can be done about setting up calls for each topic. Each of those will 
need to have a clear agenda and seek to make rapid progress. Ideally I’d like to join, but my schedule is 
truly terrible for the next three weeks, and | don’t want to be rate-limiting. 


FC 


From: Rosema, Laura (NIH/OD) [E] 

Sent: Friday, June 10, 2016 6:10 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E]; Baker, Rebecca (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Wood, 
Gretchen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Adam, Stacey (FNIH) [T] 

Subject: PACT working groups update 


Hi Dr. Collins, 


| hope you had a great week. Below isa short summary and some next steps. 


| will work with Gretchen to set up phone calls for each of the focus areas. Please let me know how you 
would like to be involved in this process and if you would like to be included in particular working group 
teleconference calls. 


Thank you in advance for your thoughts on this summary. | will monitor my inbox this weekend and will 
keep you updated with any new feedback, 


Best, 
laura 


Laura S$. Rosema, PhD 

Health Scientist/AAAS Fellow 
Office of Science Policy 
Office of the Director 
National Institutes of Health 
Ph. 

De 


NIH - 006017 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 18 Jan 2016 08:18:38 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: Re: Parkinson's Disease AMP Initiative--your follow-up requested 


Also believe Witty is a member of UN high panel on access to medicines, on which Maria Freire 
also sits. 

Sent from my BlackBerry 10 smartphone. 

From: Wholley, David (FNIH) [T] 

Sent: Saturday, January 16, 2016 6:00 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Hudson, Kathy (NIH/OD) [E] 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 


Hi Francis— 

Thank you for copying me on your note to HHS about 8) Below is FYI. Hadn’t sent it to you as it is 
obviously shy of a real commitment from them, though encouraging. Am following up with the other 
companies; hope to have more to report on our EC meeting end of the month. 


David 


From: 

Sent: Wednesday, January 13, 2016 1:22 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear David, 
| just wanted to let you know that (ec 


Kind regards, 
Lon 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] On Behalf Of Wholley, David (FNIH) 
(T] 

Sent: Monday, January 04, 2016 1:22 PM 

To: Lon Cardon; Chin, Bill; Hait, Bill; Harris, Tim; Miletich, Joseph; Oyler, Cat; Sullivan, Jim; Woodcock, 
Janet (FDA/CDER); Yamada, Tachi; Zerhouni, Elias; Browning, Jeff; Carrillo, Maria; Fillit, Howard; 
Hanrahan, Leslie; Hedrick, Joe; Hendrix, James; List, James; Marchiolo, Eryn; Pragnell, Marlon; Shuey, 
David; Patrick Vallance; Zalevsky, Jonathan; ‘aniskar@arthritis.org'; andrew.plump@sanofi.takeda.com; 
Gary.Nabel@sanofi.com; 

Cc: Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Lundberg, Jan; Carter, Robert (NIH/NIAMS) [E]; Cuss, 
Francis; Decker, Mike; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hudson, Kathy (NIH/OD) [E]; Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Lifton, 
Richard; Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Phil 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA; Burkhardt, Carolyn; Choisnet, Tracey; Corsini, Linda; 
Jacquet, Catherine; Jones, Kim; Kim, Jenny; Ligon, Sharnell (CDER) (FDA/CDER); Tina Liotta; Perala, 
Mie; Profrock, Kathy; Schuster, Donna; Tila Sultani; Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette 


NIH - 006018 


(NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta 
(NIH/OD) [E]; Edmonds, Pamela; Fraser, Christe (NIH/NIAMS) [C]; Gwaldis, Janice; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Wolf-Rodda, 
Julie (FNIH) [T]; Ryan, Laurie (NIH/NIA) [E] 

Subject: Parkinson's Disease AMP Initiative-your follow-up requested 


Dear AMP Extended Executive Committee Members: 


Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 
your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 
(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 
18” we have learrect that [ill an6s29 
PY HPI to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 
currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


Please don’t hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 006019 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 4 Jan 2016 20:19:26 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Yes!! | waited to confirm it (and for the new year) to send out the note. Am pursuing several non-AMP 
cos in the next couple of weeks in parallel. Fingers crossed... 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, January 04, 2016 8:16 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Parkinson's Disease AMP Initiative—-your follow-up requested 


Cool news about Brin Wojcicki/MJ Fox! 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Monday, January 04, 2016 1:22 PM 

To: Cardon, Lon; Chin, Bill; Hait, Bill; Harris, Tim; Miletich, Joseph; Oyler, Cat; Sullivan, Jim; Woodcock, 
Janet (FDA/CDER); Yamada, Tachi; Zerhouni, Elias; Browning, Jeff; Carrillo, Maria; Fillit, Howard; 
Hanrahan, Leslie; Hedrick, Joe; Hendrix, James; List, James; Marchiolo, Eryn; Pragnell, Marlon; Shuey, 
David; Vallance, Patrick; hritis.org'; andrew.plump@sanofi.takeda.com; 
Gary.Nabel@sanofi.com; 
Cc: Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Lundberg, Jan; Carter, Robert (NIH/NIAMS) [E]; Cuss, 
Francis; Decker, Mike; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hudson, Kathy (NIH/OD) [E]; Katz, Steohen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Lifton, 
Richard; Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA; Burkhardt, Carolyn; Choisnet, Tracey; Corsini, Linda; 
Jacquet, Catherine; Jones, Kim; Kim, Jenny; Ligon, Sharnell (CDER) (FDA/CDER); Liotta, Tina; Perala, 
Mie; Profrock, Kathy; Schuster, Donna; Sultani, Tila; Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette 
(NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta 
(NIH/OD) [E]; Edmonds, Pamela; Fraser, Christe (NIH/NIAMS) [C]; Gwaldis, Janice; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Wolf-Rodda, 
Julie (FNIH) [T]; Ryan, Laurie (NIH/NIA) [E] 

Subject: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear AMP Extended Executive Committee Members: 


Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 
your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 
(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


NIH - 006020 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 


18" ye have learred that lll nemo 
{1 SE to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 
currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


Please don’t hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 006021 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 22 Feb 2016 21:04:17 -0500 

To: Lon Cardon;Collins, Francis (NIH/OD) [E] 

Ce: Min Li;Melencio, Cheryl (FNIH) [T] 

Subject: Re: Parkinson's Disease AMP Initiative--your follow-up requested 
Dr Li, 


| am happy to give you additional information on AMP. [iT Toa 
Bee ee ee a 
(EE Chery! Melencio keeps my calendar. 

Regards, 

David 

Sent from my BlackBerry 10 smartphone. 


From: Lon Cardon 

Sent: Monday, February 22, 2016 9:00 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Wholley, David (FNIH) [T]; Min Li 

Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Hi Francis, 


Thank you for your note. It is great to hear that you are nearly at critical mass. Parkinson’s really does 
seem an excellent area for this activity. 


Thanks again, 


Lon 


From: Collins, Francis (NIH/OD) [E] wo 

Sent: Monday, February 22, 2016 5:21 AM 

To: Lon Cardon 

Cc: Wholley, David (FNIH) [T] 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 


Hey there Lon, 


All the best, Francis 


NIH - 006022 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, February 17, 2016 4:35 PM 

To: Cardon, Lon <lon.r.cardon@gsk.com> 

Cc: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: FW: Parkinson's Disease AMP Initiative--your follow-up requested 


Lon, sorry to bother you, but might you have an update on this? We are trying to finalize who the 
interested parties are on this so we can move forward. (I also have a meeting with Francis Collins next 
week and am sure he will ask.) Thanks, David 


From: Lon Cardon [mailto:lon.r.cardon@gsk.com’ 

Sent: Wednesday, January 13, 2016 1:22 PM 

To: Wholley, David (FNIH) [T] <dwholl fnih.org> 

Subject: RE: Parkinson's Disease AMP Initiative--your follow-up requested 


Dear David, 


| just wanted to let you know that (it aec 
A a 
Kind regards, 

Lon 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] On Behalf Of Wholley, David (FNIH) 
7] 

Sent: Monday, January 04, 2016 1:22 PM 

To: Lon Cardon; Chin, Bill; Hait, Bill; Harris, Tim; Miletich, Joseph; Oyler, Cat; Sullivan, Jim; Woodcock, 
Janet (FDA/CDER); Yamada, Tachi; Zerhouni, Elias; Browning, Jeff; Carrillo, Maria; Fillit, Howard; 
Hanrahan, Leslie; Hedrick, Joe; Hendrix, James; List, James; Marchiolo, Eryn; Pragnell, Marlon; Shuey, 
David; Patrick Vallance; Zalevsky, Jonathan; ‘aniskar@arthritis.org'; andrew.plump@sanofi.takeda.com; 
Gary.Nabel@sanofi.com; 

Cc: Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Lundberg, Jan; Carter, Robert (NIH/NIAMS) [E]; Cuss, 
Francis; Decker, Mike; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hudson, Kathy (NIH/OD) [E]; Katz, Stephen I. (NIH/NIAMS) [E]; Lea, Allison (NIH/OD) [C]; Lifton, 
Richard; Rodgers, Griffin (NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA; Burkhardt, Carolyn; Choisnet, Tracey; Corsini, Linda; 
Jacquet, Catherine; Jones, Kim; Kim, Jenny; Ligon, Sharnell (CDER) (FDA/CDER); Tina Liotta; Perala, 
Mie; Profrock, Kathy; Schuster, Donna; Tila Sultani; Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette 
(NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta 
(NIH/OD) [E]; Edmonds, Pamela; Fraser, Christe (NIH/NIAMS) [C]; Gwaldis, Janice; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Wolf-Rodda, 
Julie (FNIH) [T]; Ryan, Laurie (NIH/NIA) [E] 

Subject: Parkinson's Disease AMP Initiative—-your follow-up requested 


Dear AMP Extended Executive Committee Members: 
Following up our discussion on the AMP EEC teleconference on December 18, we are seeking to confirm 


your interest in supporting an AMP initiative in Parkinson’s Disease. As you will recall, | had originally 
circulated an proposal illustrative of a potential approach to you on December 7 for your consideration 


NIH - 006023 


(please see executive summary and full proposal re-attached to this email). If enough companies 
indicate interest, FNIH will bring together the interested parties to refine and document a specific 
research plan using an accelerated version of the planning process we used for the existing three 
disease areas in AMP. 


As you will recall, both Pfizer and Lilly have indicated support for such an initiative to date, in addition to 
interest from NINDS/NIH in further development. | am pleased to add that since our meeting on the 


18" we have learriel that [lll nncoxe9 
DP to support development of a full-fledged Accelerating Medicines Partnership for 
AMP. The goal is to provide a “head start” for the program and incent additional contributions and 
collaborations with NIH and pharmaceutical companies. 


We are hopeful this provides a strong additional “push” to consider supporting development of this 
effort. FNIH is in the process of reaching out to other funders in parallel, including companies not 
currently part of AMP. We would appreciate, however, hearing back from you by January 15 regarding 
your company’s interest. 


Please don’t hesitate to contact me if you have any questions or suggestions. 
Regards, 


David Wholley 
Director, Research Partnerships 


NIH - 006024 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 4 Feb 2016 07:10:35 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Proposed email and presentation on AMP ADJ OG 


We should hear back from Sanofi soon on PD too. Any insights from Bill Hait on PD? Anything | 
need to do there? 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 4, 2016 5:15 AM 

To: Wholley, David (FNIH) [T] 

Subject: RE: Proposed email and presentation on AMP AD J Oe 


This looks great! Please send and cc me. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, February 03, 2016 6:53 PM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Proposed email and presentation on AMP AD (OG 


Francis: 
Here is what | would send Jay Bradner—I am guessing slides would be more welcome than a text 
document in this context; let me know if you disagree. 


NIH - 006025 


Regards, 


re Wholley 


Director, Research Partnerships 
Foulidation for the National Institutes of Health 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 23 Apr 2016 10:56:29 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: quick question from Hever 


Covered currently by AMP tau imaging and in future by liquid biomarkers studies: 


Dominantly Inherited Alzheimer’s Network (DIAN-TU) trial, Randy Bateman Wash U is PI, testing two 
drugs that target amyloid beta: Lilly's solanezumab and Roche’s gantenerumab (slightly different 
mechanism) 


Anti-Amyloid treatments in Asymptomatic Alzheimer’s (A4) trial, Reisa Sperling of Harvard is Pl, is also 
testing solanezumab but in an older (70 yrs +) population 


Covered at present only by liquid biomarkers studies (markers TBD in 2017): 
API|-APOe4 trial at Banner Health, Eric Reiman is Pl, is testing two Novartis drugs: CAD106 (an 
immunotherapy) and CNP520 (a BACE inhibitor) 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, April 23, 2016 10:21 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: quick question from Hever 


Can you quickly remind me which clinical trials, using which therapeutic agents, are currently included in 
AMP-AD? 


NIH - 006027 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 18 Apr 2016 14:34:00 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Melencio, Cheryl 
(NIH) (T] 

Subject: Re: Schedule problem has emerged for Friday AM 


Understand, Francis. Actually, because of Mikael Dolsten's availability next month our May EC 
call is May 13. We have good attendance so far for that one, and you are going to see the 
industry folks this weekend at HEVER anyway. What if we just cancel this one and wait 3 
weeks? PS | am pushing GSK to get an answer on PD as soon as possible. David 

Sent from my BlackBerry 10 smartphone. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, April 18, 2016 1:54 PM 

To: Wholley, David (FNIH) [T] 

Cc: McManus, Ayanna (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E] 
Subject: Schedule problem has emerged for Friday AM 


Hi David, 


ve developed a significant and inescapable schedule problem for the AMP call on Friday at 8 AM. 
Would you prefer to go ahead without me, or reschedule for the following Friday April 29? 


Francis 


NIH - 006028 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 24 May 2016 09:52:18 -0400 

To: Collins, Francis (NIH/OD) [E] 

Subject: RE: Sending a note of support and concern 
Francis, 


Thank you so much for your personal and heartfelt note. 


| am also fortunate to have a great team, and so | think will be OK with AMP and PACT. As of yesterday 
in fact we have all the industry and non-profit reps assigned to AMP-PD and a short list of academic 
participants, and are in the process of confirming the latter, trying to set meeting dates and logistics, 
etc. Walter is being kept informed and involved. | will be touching base again this week with your team 
on PACT and will let you know if | have any concerns. 

Thanks again for your note. 


David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Saturday, May 21, 2016 10:33 AM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: Sending a note of support and concern 
Hi David, 
. If there is anything | can do to help |), or with lifting 
AMP or PACT burdens for a while), just let me know. 


With concern, prayers, and deep appreciation for all you do, 


Francis 


NIH - 006029 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 29 Jan 2016 14:48:52 -0500 

To: Hodge, Martin;Katz, Stephen I. (NIH/NIAMS) [E] 

Ce: Collins, Francis (NIH/OD) [E];Hoffmann, Steve (FNIH) [T];Carter, Robert 
(NIH/NIAMS) [E] 

Subject: Re:{(@@ request regarding AMP investmentWe 


Thanks Marty- 


David 

Sent from my BlackBerry 10 smartphone, 

From: Hodge, Martin 

Sent: Friday, January 29, 2016 2:33 PM 

To: Whalley, David (FNIH) [T]; Katz, Stephen I. (NIH/NIAMS) [E] 

Cc: Carter, Tracy (Tracy.Carter@carefirst.com); Collins, Francis (NIH/OD) [E]; Hoffmann, Steve (FNIH) 
[T]; Carter, Robert (NIH/NIAMS) [E] 

Subject: Re: /(@@ request regarding AMP investment 


Marty 


From: <Wholley>, David Wholley <dwholley@fnih.org> 

Date: Thursday, January 28, 2016 at 10:11 AM 

To: "Katz, Stephen |. (NIH/NIAMS) [E]" (wo 

Ce: "Carter, Tracy (Tracy.Carter@carefirst.com)" <Tracy.Carter@carefirst.com>, Martin Hodge 
<martin.hodge@pfizer.com>, "Collins, Francis (NIH/OD) [E]" (OG steve Hoffmann 


<shoffmann@fnih.org>, Robert Carter oOo 
Subject: RE: [/((6)@) request regarding AMP investment 


Thanks, Steve. 


From: Katz, Stephen I. (NIH/NIAMS) [E] 

Sent: Thursday, January 28, 2016 10:11 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Carter, Tracy (Tracy.Carter @carefirst.com) <Tracy.Carter@carefirst.com>; ‘Hodge, Martin’ 
(Martin. Hodge @pfizer.com) <Martin. Hodge @pfizer.com>; Collins, Francis (NIH/OD) [E] 
SEEN; Hoffmann, Steve (FNIH) [T] <shoffmann@ fnih.org>; Carter, Robert (NIH/NIAMS) 
fo OO 


Subject: Re: (@@ request regarding AMP investment 


NIH - 006030 


Agree fully. Will try to be on the phone but it may not be possible since | am giving a talk at about that 
time. 


Steve 
Sent from my iPhone 


On Jan 28, 2016, at 4:05 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Dear Steve, Marty and Bob: 


| just wanted to give you a heads up about an issue that will be discussed on tomorrow’s AMP EC call 
and that, | believe, will be satisfactorily resolved. 


Francis agrees | should bring this up at the beginning of tomorrow’s EC call and expects (J O@ 
and others on the EC will agree with this. | wanted to make sure you were not surprised, however. 
Please let me know if you have any other questions or thoughts on this. 


Thanks, 
David 


NIH - 006031 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 29 Jan 2016 14:56:28 -0S00 

To: Hodge, Martin;Katz, Stephen I. (NIH/NIAMS) [E] 

Ce: Collins, Francis (NIH/OD) [E];Hoffmann, Steve (FNIH) [T];Carter, Robert 
(NIH/NIAMS) [E] 

Subject: Re: (O@ request regarding AMP investmentWe 


| think that would ultimately be a matter for the EC to decide but would imagine ("oe 
to 

this. Do you and Bob think something like that might fly? 

Sent from my BlackBerry 10 smartphone. 

From: Hodge, Martin 

Sent: Friday, January 29, 2016 2:53 PM 

To: Whalley, David (FNIH) [T]; Katz, Stephen I. (NIH/NIAMS) [E] 

Ce: Collins, Francis (NIH/OD) [E]; Hoffmann, Steve (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E] 

Subject: Re: request regarding AMP investmentWe 


Marty 


From: <Wholley>, David Wholley <dwholley@fnih.org> 

Date: Friday, January 29, 2016 at 2:48 PM 

To: Martin Hodge <martin.hodge@pfizer.com>, "Katz, Stephen |. (NIH/NIAMS) [E]" 
> 


Ce: "Collins, Francis (NIH/OD) [E]" |, Steve Hoffmann <shoffmann@fnih.org>, 
Robert Carter’ 
Subject: Re: request regarding AMP investmentWe 


Thanks Marty- 


David 
Sent from my BlackBerry 10 smartphone. 


From: Hodge, Martin 

Sent: Friday, January 29, 2016 2:33 PM 

To: Whalley, David (FNIH) [T]; Katz, Stephen I. (NIH/NIAMS) [E] 

Cc: Carter, Tracy (Tracy.Carter@carefirst.com); Collins, Francis (NIH/OD) [E]; Hoffmann, Steve (FNIH) 
(T]; Carter, Robert (NIH/NIAMS) [E] 

Subject: Re: request regarding AMP investment 


Marty 


From: <Wholley>, David Wholley <dwholley@fnih.org> 
Date: Thursday, January 28, 2016 at 10:11 AM 

To: "Katz, Stephen |. (NIH/NIAMS) [E]" woo 

Ce: "Carter, Tracy (Tracy.Carter@carefirst.com)" <Tracy.Carter@carefirst.com>, Martin Hodge 
<martin.hodge@pfizer.com>, "Collins, Francis (NIH/OD) [E]" (NHS steve Hoffmann 
<shoffmann@fnih.org>, Robert Carter Too 

Subject: RE: {/(@@) request regarding AMP investment 

Thanks, Steve. 


From: Katz, Stephen |. (NIH/NIAMS) [E] 

Sent: Thursday, January 28, 2016 10:11 AM 

To: Wholley, David (FNIH) [T] <dwholley@tnih.org> 

Ce: Carter, Tracy (Tracy.Carter @carefirst.com) <Tracy.Carter@carefirst.com>; ‘Hodge, Martin' 


(Martin. Hodge @pfizer.com) <Martin.Hodge@pfizer.com>; Collins, Francis (NIH/OD) [E] 
; Hoffmann, Steve (FNIH) [T] <shoffmann@fnih.org>; Carter, Robert (NIH/NIAMS) 
() <TC) 


Subject: Re:/  (@)@)request regarding AMP investment 


Agree fully. Will try to be on the phone but it may not be possible since | am giving a talk at about that 
time. 


Steve 
Sent from my iPhone 
On Jan 28, 2016, at 4:05 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Dear Steve, Marty and Bob: 


| just wanted to give you a heads up about an issue that will be discussed on tomorrow's AMP EC call 
and that, | believe, will be satisfactorily resolved. 


NIH - 006033 


Francis agrees | should bring this up at the beginning of tomorrow’s EC call and expects /)@@ 
and others on the EC will agree with this. | wanted to make sure you were not surprised, however. 


Please let me know if you have any other questions or thoughts on this. 


Thanks, 
David 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 4 Feb 2016 13:00:10 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: thank you and follow-up thought 


Darn indeed. I am getting a call with JB) set up too. 


Sent from my BlackBerry 10 smartphone. 
Original Message 

From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, February 4, 2016 12:12 PM 

To: Wholley, David (FNIH) [T] 

Subject: FW: thank you and follow-up thought 


Well, that's pretty definitive. Darn. 


-----Original Message----- 

From: 

Sent: Thursday, February 04, 2016 12:11 PM 
To: Collins, Francis (NIH/OD) [E] 

Subject: Re: thank you and follow-up thought 


(UNNI ar thank you for asking) 


Sent from my iPhone 


> On Feb 4, 2016, at 11:08 AM, Collins, Francis (NIH/OD) [E] GG wrote: 


Ff 

> And while [ have you, [iiiiiiiiittttttt))(]ttt@@tllmmmmen) | think 
David Wholley has sent around some information, and several companies are interested -- how about you guys? 

> 


> Best, Francis 
= 


> -----Original Message----- 

> From: 

> Sent; Wednesday, February 03, 2016 4:14 PM 
> To: Collins, Francis (NIH/OD) [E] 

> Subject: Re: thank you and follow-up thought 
> 


> Thx Francis 
> 


> Sent from my iPhone 
> 


>> On Feb 3, 2016, at 3:50 PM, Collins, Francis (NIH/OD) [E] ENON wrote: 

> 

>> Hif® 

> 

>> Thanks for your note, the attached paper, and the idea about (OS All very interesting!! 
> 


>> There are definitely some opportunities to be creative here! 
>> 


>> Best, Francis 
> 


>> -----Original Message----- 

>> From: 

>> Sent: Wednesday, February 03, 2016 2:00 PM 

>>To: Collins, Francis (NIH/OD) [E] 

>> Subject: thank you and follow-up thought 

> 

>> Hi Francis, 

>> Glad to touch base with you last weekend and to hear more about the VP's Moon shot initiative. As I mention 


>> See, you got me thinking! 
>> All best wishes, 

>>| 

> 

>> 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 26 Feb 2016 07:27:22 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E] 

Subject: Re: Would it be possible to speak privately and briefly before or after the AMP 


EC meeting tomorrow? 


| will be at (POV) after the call until 10:40 am. 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, February 26, 2016 5:16 AM 

To: Wholley, David (FNIH) [T] 

Cc: Wood, Gretchen (NIH/OD) [E] 

Subject: RE: Would it be possible to speak privately and briefly before or after the AMP EC meeting 
tomorrow? 


Crazy week and crazy day today. | could probably call right after EC, as I'm walking across campus. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, February 25, 2016 4:53 PM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Would it be possible to speak privately and briefly before or after the AMP EC meeting 
tomorrow? 


It is about AMP AD. Should take no more than 2 minutes. Thanks, David 


NIH - 006037 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 28 Jan 2016 10:11:23 -0500 
To: Katz, Stephen |. (NIH/NIAMS) [E] 
Ce: Carter, Tracy (Tracy.Carter@carefirst.com);'Hodge, Martin' 


(Martin. Hodge@pfizer.com);Collins, Francis (NIH/OD) [E];Hoffmann, Steve (FNIH) [T];Carter, Robert 
(NIH/NIAMS) [E] 
Subject: RE: §(@@) request regarding AMP investment 


Thanks, Steve, 


From: Katz, Stephen |. (NIH/NIAMS) [E] 

Sent: Thursday, January 28, 2016 10:11 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Carter, Tracy (Tracy.Carter @carefirst.com) <Tracy.Carter@carefirst.com>; ‘Hodge, Martin’ 
(Martin. Hodge @pfizer.com) <Martin.Hodge@pfizer.com>; Collins, Francis (NIH/OD) [E] 
(SIMO; Hoffmann, steve (FNIH) [T] <shoffmann@fnih.org>; Carter, Robert (NIH/NIAMS) 
(E] 

Subject: Re:| ()@) request regarding AMP investment 


Agree fully. Will try to be on the phone but it may not be possible since | am giving a talk at about that 
time. 


Steve 
Sent from my iPhone 
On Jan 28, 2016, at 4:05 PM, Wholley, David (FNIH) [T] <dwholley@fnih.org> wrote: 


Dear Steve, Marty and Bob: 


| just wanted to give you a heads up about an issue that will be discussed on tomorrow's AMP EC call 
and that, | believe, will be satisfactorily resolved. 


Francis agrees | should bring this up at the beginning of tomorrow's EC call and expects O@ 
and others on the EC will agree with this. | wanted to make sure you were not surprised, however. 
Please let me know if you have any other questions or thoughts on this. 


Thanks, 
David 


NIH - 006039 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 29 Jan 2016 13:00:33 -0S00 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re:((®@ request regarding AMP investment 


Thanks so much. | don't think we need to wait for Jan--(H@ and we have a clear 
majority of the ECin agreement. (And | think he'd be in sync on this)? 

Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, January 29, 2016 12:56 PM 

To: Wholley, David (FNIH) [T] 

Subject: RE: //(@®@) request regarding AMP investment 


| happened to speak td{{@8@) this moming about cancer ~ and told him what the issue was. | told him 


you would be reaching Out. lll} 
=a 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 29, 2016 11:37 AM 

To: 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: | (@)@) request regarding AMP investment 
Importance: High 


Dear (@)I: 


Sorry you were not able to be on the AMP EC call this morning. | wanted to make you aware of a 
partnership issue we discussed in this morning’s call and seek your view on it. 


NIH - 006040 


Can you please let Francis and me know your thoughts on this, so we may proceed? If you agree, | will 
follow up and make sure{((@ gets a prompt and reasonable response. 


Thanks, 
David 


NIH - 006041 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 20 Apr 2016 18:38:25 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Pelis, Kim (NIH/OD) (E];Kolberg, Rebecca (NIH/OD) [E];Gadbois, Ellen (NIH/OD) 
[E];Lea, Allison (NIH/OD) [C];George, Jill (NIH/OD) [E] 

Subject: some good news | think 

Attachments: AMP PD overview.pptx 

Importance: High 

Francis: 


As you head off to HEVER I wanted you to know | spoke to woe 


David 


Partners for Innovation, Discovery, Health | www.fnih.org 1 


Partners for Innovation, Discovery, Health | www.fnih.org 2 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 28 Jan 2016 10:04:59 -0500 

To: Katz, Stephen |. (NIH/NIAMS) [E];Carter, Tracy 
(Tracy.Carter @carefirst.com);'Hodge, Martin’ (Martin.Hodge@pfizer.com) 

Ce: Collins, Francis (NIH/OD) [E];Hoffmann, Steve (FNIH) [T] 
Subject: (GO request regarding AMP investment 

Dear Steve, Marty and Bob: 


| just wanted to give you a heads up about an issue that will be discussed on tomorrow's AMP EC call 
and that, | believe, will be satisfactorily resolved. 


Francis agrees | should bring this up at the beginning of tomorrow's EC call and expects (J O@ 
and others on the EC will agree with this. | wanted to make sure you were not surprised, however. 
Please let me know if you have any other questions or thoughts on this. 


Thanks, 
David 


NIH - 006045 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 29 Jan 2016 11:37:06 -OS00 

To: 

Ce: Collins, Francis (NIH/OD) [E] 

Subject: (HOG request regarding AMP investment 
Importance: High 

Dear [ye : 


Sorry you were not able to be on the AMP EC call this morning. | wanted to make you aware of a 
partnership issue we discussed in this morning’s call and seek your view on it. 


Can you please let Francis and me know your thoughts on this, so we may proceed? If you agree, | will 
follow up and make sure{(6/@) gets a prompt and reasonable response. 


Thanks, 
David 


NIH - 006046 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 25 Feb 2016 16:52:58 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Would it be possible to speak privately and briefly before or after the AMP EC 


meeting tomorrow? 


It is about AMP AD. Should take no more than 2 minutes. Thanks, David 


NIH - 006047 


From: 
To: 
Subject: 
Date: 


Collins, Francis (NIH/OD) [=] 
‘Automatic reply: Materials ‘or the PACT NIH/NCI Update - April 17th 
Sunday, April 15, 2018 5:54:16 PM 


| will be out of the office traveling to the SWOG Spring Meeting in San Francisco and then to AACR in Chicago, | will 
be out of the office from April 11-18 with sporadic email access. | will address emails as | can. 

For Lung-MAP issues after April 12, please contact Amrin Chowdhury achowdhury@fnih.org. 

For PACT issues, please contact Jenny Peterson-Klaus jpeterson-klaus @fnih.org. 

If it is urgent to speak with me, please text my cell phoneliiiKGG and | will return your message as soon as | 


can. 


Thank you, 


Stacey 


From: Adam, Stacey (FNIH) [7] 

To: Axel Hoos; Collins, Francis (NIH/OD) 1; Doroshow, James (NIH/NCH) {E1; Edith Perez; Hudson, Thomas; 
‘Sharpless. Norman (NIH/NCT) [E1; Whollev, David (FNIH) [1]; Ann Rabuttinio; Delaado, Laureen; Juliana Curmi; 
Louden, Mary (NIH/NCI) [€]; Hammerman, Peter 

Ce: ‘Sepulveda, Dorina (FNIH) (11; Freire, Maria (NIH) [T] 

Subject: Confirmed: PACT EC Face-to-Face Meeting 

Attachments: List of Nearby Hotels.odf 


Physician Payments Sunshine Act Form.pof 
Directions to the FNIH and info on Public transporation.odf 


Dear PACT EC Members, 


Please find attached to this updated calendar invite some information on hotels near the FNIH office, as well as directions to the office for arriving at 
the meeting. We will of course circulate these again closer to September, but we thought it might be good for you all to have access to them early. 


In addition, for those who might need it we are attaching the Sunshine Act form, as we will be providing breakfast and these rules may apply to some, 
‘Thanks, 

Stacey 

Stacey J, Adam, PhD 

Scientific Program Manager, Cancer 


Foundation for the National Institutes of Health 


Direct: (301) 435-8364 | Mobil uw QQ, 
<invoke://| default: 0,eyJ lemkiO1 IWMSKIMZE4LTgzMTAiLCJKYXRhljoiSORNdO I Ta2dNekUOTFRnek | UQUE:Q==/> 
fih.org 


11460 Rockville Pike Suite{{{BYNorth Bethesda, MD 20852 
2017 Gold Stevie Award Winner for Organization of the Year 


List of Nearby Hotels (Listed by Distance from FNIH) 


FNIH Office Address 
11400 Rockville Pike, Suite 600 
North Bethesda, MD 20852 


Bethesda North Marriott Hotel & 
Conference Center 

5701 Marinelli Road 

Rockville, Maryland 20852 
301-822-9200 

~0.5 Miles 

Metro: White Flint Station (Red Line) 
Area: Near Pike & Rose 

Shuttle: Not Available 


Canopy by Hilton Washington DC 
Bethesda North 

940 Rose Avenue 

North Bethesda, Maryland, 20852 
301-882-9400 

~0.7 Miles 

Metro: White Flint Station (Red Line) 
Area: Near Pike & Rose 

Shuttle: Not Available 


Bethesda Marriott 

5151 Pooks Hill Road 

Bethesda, Maryland 20814 

301-897-9400 

~ 2.5 Miles 

Shuttle: Complimentary shuttle service to 
Downtown Bethesda, NIH, Westfield 


Montgomery Mall and the Metro's Red Line. 


Bethesda Marriott Suites 

6711 Democracy Boulevard 

Bethesda, Maryland 20817 

301-897-5600 

~3 Miles 

Area: Near Westfield Montgomery Mall 
Shuttle: Complimentary shuttle service to 
Grosvenor Metro Station (Red Line) and 
Westfield Montgomery Mall. 


DoubleTree by Hilton Hotel Bethesda - 
Washington DC 

8120 Wisconsin Ave 

Bethesda, MD 20814 

301-652-2000 

~ 3.7 Miles 

Metro: Bethesda Station (Red Line) 

Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Complimentary shuttle service to Red 
Line, Bethesda Metro Station and Medical 
Center Metro Station (NIH) 


Hyatt Regency Bethesda 

One Bethesda Metro Center 

(7400 Wisconsin Ave) 

Bethesda, Maryland 20814 
301-657-1234 

~4.2 miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


Residence Inn Bethesda Downtown 
7335 Wisconsin Avenue 

Bethesda, Maryland 20814 
301-718-0200 

~4.4 Miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


Hilton Garden Inn Washington DC/Bethesda 
7301 Waverly Street 

Bethesda, Maryland 20814 

301-654-8111 

~4.5 Miles 

Metro; Bethesda Station (Red Line) 

Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


NIH - 006050 


Physician Payments Sunshine Act Form 


To help its funding partners comply with the requirements of the Physician Payments Sunshine Act, FNIH requests 
limited information from U.S.-licensed, actively practicing healthcare providers (i.e. seeing patients) whose 

activities may be fully or partially funded by gifts and contributions provided to FNIH by companies subject to the 
Sunshine Act. The Physician Payments Sunshine Act requires drug and device manufacturers to report transfers of 
value to physicians and teaching hospitals publicly. As a result, manufacturers and group purchasing 
organizations must disclose to the Centers for Medicare & Medicaid Services (CMS) any physician ownership or 
investment interests. If you are not licensed to legally practice in the United States, select “None of the above 
applies to me.”) 


Do any of the following apply to you? 
Doctor of Medicine (MD) 


Doctor of Osteopathy (DO) 

Doctor of Dentistry (DD) 

Doctor of Dental Surgery (DDS) 
Doctor of Podiatry (DPM) 

Doctor of Optometry (OD) 

Doctor of Chiropractic Medicine (CRP) 
None of the Above Applies to Me 


OOOO00000 


eB 


. First Name on Government -Issued ID 


N 


. Middle Name on Government -Issued ID 


w 


. Last Name on Government -Issued ID 


4. Business Address 
(e.g. Address, City, State, Zipcode, Country) 
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. Email Address 


. Teaching Hospital 


(e.g. Medical Center, Hospital or Clinical Center) 


. Doctor Specialties 


(e.g. Anesthesiology, Cancer Surgery, Dermatology, HIV Disease Specialist, etc.) 


. National Provider ID 


. Physician License Number 
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SFNIH 
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Directions to the FNIH 


The FNIH is located on the sixth floor of 11400 Rockville Pike, on the west side of Maryland Route 355, 
approximately two miles north of the Washington Beltway (I-495) and three miles north of the National 
Institutes of Health Campus. 


Driving: 


From I-270 South: Take the northern route of the I-270 split toward Silver Spring/College Park. Take Exit 
1/Rockledge Dr. toward MD-187/Old Georgetown Rd. Continue through the traffic light at Rockledge 
and turn left onto Old Georgetown Road. After about a mile, turn right at the light onto Nicholson Lane. 
Take the first right onto Executive Blvd. Turn right on Woodglen Drive and left on Security Lane. The 
FNIH is located on the left. 


From |-495 South (College Park): Take the Wisconsin Avenue, (MD 355) exit. Stay in the right lane and 
follow the road signs for northbound traffic onto Wisconsin Avenue (Rockville Pike). You will be brought 
to an intersection with Wisconsin/Rockville Pike; turn right to proceed north and after approximately 1.8 
miles, turn left on Security Lane. The FNIH is located on the right. 


From 1-495 North (Northern Virginia): Take Exit 1/Rockledge Dr. toward MD-187/Old Georgetown Rd. 
Continue through the traffic light at Rockledge and turn left at the light onto Old Georgetown Road. 
After about a mile, turn right at the light onto Nicholson Lane. Take the first right onto Executive Blvd. 
Turn right on Woodglen Drive and left on Security Lane. The FNIH is located on the left. 


Parking: 


Metered parking is available on both sides of Security Lane. Paid parking is also available in the garage 
accessible from Security Lane. The maximum cost is $10 for the entire day, and credit cards are 
accepted. 


Public Transportation: 


Metrorail: 11400 Rockville Pike is located along the Metro Red Line between the Grosvenor-Strathmore 
and White Flint stations. 


White Flint Metro is located 1/2 mile from the office. Exit the station and take the tunnel to the west 
side of Maryland Route 355 (Rockville Pike). Cross Marinelli Road (south - towards McDonald’s) and 
continue walking approximately 1/2 mile to Security Lane. Turn right. We are located in North Bethesda 
| near the intersection of Rockville Pike and Security Lane. 


Bus: The nearest Ride-On bus stop is located on the west side of Rockville Pike at Rockville Pike/Edson 
Lane. Buses from the White Flint Metro to 11400 Rockville Pike are RideOn Bus # 5 (Silver Spring) and # 
46 (Medical Center). 


NIH - 006053. 


List of Nearby Hotels (Listed by Distance from FNIH) 


FNIH Office Address 
11400 Rockville Pike, Suite 600 
North Bethesda, MD 20852 


Bethesda North Marriott Hotel & 
Conference Center 

5701 Marinelli Road 

Rockville, Maryland 20852 
301-822-9200 

~0.5 Miles 

Metro: White Flint Station (Red Line) 
Area: Near Pike & Rose 

Shuttle: Not Available 


Canopy by Hilton Washington DC 
Bethesda North 

940 Rose Avenue 

North Bethesda, Maryland, 20852 
301-882-9400 

~0.7 Miles 

Metro: White Flint Station (Red Line) 
Area: Near Pike & Rose 

Shuttle: Not Available 


Bethesda Marriott 

5151 Pooks Hill Road 

Bethesda, Maryland 20814 

301-897-9400 

~ 2.5 Miles 

Shuttle: Complimentary shuttle service to 
Downtown Bethesda, NIH, Westfield 


Montgomery Mall and the Metro's Red Line. 


Bethesda Marriott Suites 

6711 Democracy Boulevard 

Bethesda, Maryland 20817 

301-897-5600 

~3 Miles 

Area: Near Westfield Montgomery Mall 
Shuttle: Complimentary shuttle service to 
Grosvenor Metro Station (Red Line) and 
Westfield Montgomery Mall. 


DoubleTree by Hilton Hotel Bethesda - 
Washington DC 

8120 Wisconsin Ave 

Bethesda, MD 20814 

301-652-2000 

~ 3.7 Miles 

Metro: Bethesda Station (Red Line) 

Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Complimentary shuttle service to Red 
Line, Bethesda Metro Station and Medical 
Center Metro Station (NIH) 


Hyatt Regency Bethesda 

One Bethesda Metro Center 

(7400 Wisconsin Ave) 

Bethesda, Maryland 20814 
301-657-1234 

~4.2 miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


Residence Inn Bethesda Downtown 
7335 Wisconsin Avenue 

Bethesda, Maryland 20814 
301-718-0200 

~4.4 Miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


Hilton Garden Inn Washington DC/Bethesda 
7301 Waverly Street 

Bethesda, Maryland 20814 

301-654-8111 

~4.5 Miles 

Metro; Bethesda Station (Red Line) 

Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


NIH - 006054 


Physician Payments Sunshine Act Form 


To help its funding partners comply with the requirements of the Physician Payments Sunshine Act, FNIH requests 
limited information from U.S.-licensed, actively practicing healthcare providers (i.e. seeing patients) whose 

activities may be fully or partially funded by gifts and contributions provided to FNIH by companies subject to the 
Sunshine Act. The Physician Payments Sunshine Act requires drug and device manufacturers to report transfers of 
value to physicians and teaching hospitals publicly. As a result, manufacturers and group purchasing 
organizations must disclose to the Centers for Medicare & Medicaid Services (CMS) any physician ownership or 
investment interests. If you are not licensed to legally practice in the United States, select “None of the above 
applies to me.”) 


Do any of the following apply to you? 
Doctor of Medicine (MD) 


Doctor of Osteopathy (DO) 

Doctor of Dentistry (DD) 

Doctor of Dental Surgery (DDS) 
Doctor of Podiatry (DPM) 

Doctor of Optometry (OD) 

Doctor of Chiropractic Medicine (CRP) 
None of the Above Applies to Me 
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4. Business Address 
(e.g. Address, City, State, Zipcode, Country) 
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. Email Address 


. Teaching Hospital 


(e.g. Medical Center, Hospital or Clinical Center) 


. Doctor Specialties 


(e.g. Anesthesiology, Cancer Surgery, Dermatology, HIV Disease Specialist, etc.) 


. National Provider ID 


. Physician License Number 
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Directions to the FNIH 


The FNIH is located on the sixth floor of 11400 Rockville Pike, on the west side of Maryland Route 355, 
approximately two miles north of the Washington Beltway (I-495) and three miles north of the National 
Institutes of Health Campus. 


Driving: 


From I-270 South: Take the northern route of the I-270 split toward Silver Spring/College Park. Take Exit 
1/Rockledge Dr. toward MD-187/Old Georgetown Rd. Continue through the traffic light at Rockledge 
and turn left onto Old Georgetown Road. After about a mile, turn right at the light onto Nicholson Lane. 
Take the first right onto Executive Blvd. Turn right on Woodglen Drive and left on Security Lane. The 
FNIH is located on the left. 


From |-495 South (College Park): Take the Wisconsin Avenue, (MD 355) exit. Stay in the right lane and 
follow the road signs for northbound traffic onto Wisconsin Avenue (Rockville Pike). You will be brought 
to an intersection with Wisconsin/Rockville Pike; turn right to proceed north and after approximately 1.8 
miles, turn left on Security Lane. The FNIH is located on the right. 


From 1-495 North (Northern Virginia): Take Exit 1/Rockledge Dr. toward MD-187/Old Georgetown Rd. 
Continue through the traffic light at Rockledge and turn left at the light onto Old Georgetown Road. 
After about a mile, turn right at the light onto Nicholson Lane. Take the first right onto Executive Blvd. 
Turn right on Woodglen Drive and left on Security Lane. The FNIH is located on the left. 


Parking: 


Metered parking is available on both sides of Security Lane. Paid parking is also available in the garage 
accessible from Security Lane. The maximum cost is $10 for the entire day, and credit cards are 
accepted. 


Public Transportation: 


Metrorail: 11400 Rockville Pike is located along the Metro Red Line between the Grosvenor-Strathmore 
and White Flint stations. 


White Flint Metro is located 1/2 mile from the office. Exit the station and take the tunnel to the west 
side of Maryland Route 355 (Rockville Pike). Cross Marinelli Road (south - towards McDonald’s) and 
continue walking approximately 1/2 mile to Security Lane. Turn right. We are located in North Bethesda 
| near the intersection of Rockville Pike and Security Lane. 


Bus: The nearest Ride-On bus stop is located on the west side of Rockville Pike at Rockville Pike/Edson 
Lane. Buses from the White Flint Metro to 11400 Rockville Pike are RideOn Bus # 5 (Silver Spring) and # 
46 (Medical Center). 
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From: Adam, Stacey (FNIH) [7] 
To: Axel Hoos; Collins, Francis (NIH/OD) [&]; Doroshow, James (NIH/NCI) [E]; Edith Perez; Hudson, Thomas J ; 


cathykaywriter@gmail.com; Jennifer McCulley 
Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 
Attachments: PACT EC O1 Meeting 041918 Agenda-vF3.pdf 


EC Meeting 041918 vF3.pd° 


Hi PACT EC Members, 

We had to updated a few slides for tonight’s meeting. Please use these if you are not joining the WebEx this evening. 

‘Thanks, 

Stacey 

Dear PACT Executive Committee Members, 

In preparation for our first EC meeting tomorrow night, please find attached the agenda and presentation slides. We look forward to speaking with you 
asa group for the first time, providing an update on PACT, and beginning some strategic discussions about the partnership. For the meeting, we will 
plan to have a WebEx for those who can join to view the slides along with us, but for these who will not be at their computers, the slides are attached 
here in pdf format for easy printing. 

For those utilizing the WebEx, we do recommend that you call in from a separate phone versus using the Voice-Over-IP (VOIP) function from your 
computers, as the VOIP function has caused issues for some in the past, The information for the WebEX and the teleconference line are below, Please 
do not hesitate to contact me if you need assistance or you have questions. 

We look forward to speaking with all of you tomorrow aight, April 19th from 7-8 pm EDT. 

‘Thanks, 


Stacey 


~ Do not delete or change any of the following text. - 


Join WebEx meeting} 
Meeting number (access code): 


Meeting password: {(6) 


Join by phone 
LOO Call-in toll number (US/Canada) 
i numbers| 


ant jpn he meting? i EES} 
IF you are » host heii EHC} view host information 


IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be 
discoverable in a legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss 
your concerns with the host or do not join the session. 
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BSthecapy 
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WebEx: Join WebEx meeting 
Conference Line: [ee 
Access Code: 
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FNIH 


Foundation for the 
National Institutes of Health 


Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018— Face-to-Face 8-10.am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 
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Foundation for the 
National Institutes of Health 


Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018— Face-to-Face 8-10.am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 


NIH - 006100 


Partners for Innovation, Discovery, Health | www.fnihorg 


BACK-UP SLIDES 


FNIH 


Foundation for the NIH - 006101 
National Institutes of Health 


FNIH 


NIH - 006102 


Partners for Innovation, Discovery, Health | www.fnihorg 19 


NIH - 006103 


NATIONAL CANCER INSTITUTE 


NATIONAL CANCER INSTITUTE 


Adam, Stacey (FNIH) [T] 
To: Axel Hoos; Collins, Francis (NIH/OD) (EJ; Doroshow, James (NIH/NCI) [E1; Edith Perez; Hudson, Thomas) ; 


Subject: Initial Follow-up: Qi 2018 2ACT Executive Committee Meeting 
Date: Monday, April 23, 2018 6:02:03 PM 


Dear PACT EC Member and JSC Co-Chairs, 

Thank you again for a very productive first EC meeting last Thursday night. 

While | will be following up with a full meeting summary and action items, | wanted send out a short 
list of decisions made and action items to be addressed in the short-term. Please see the list below 
and let me know if you have any amendments. 

Decisions Made: 


Thanks, 

Stacey 

Stacey J. Adam, Ph.D. 

Scientific Program Manager, Cancer 


Direct: (301) 435-8364 | Mobile: OO 


= Original Appointment----- 
Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 
When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & Canada). 
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From: Adam, Stacey (FNIH) [7] 

To: Collins, Francis (NIH/OD) [=]; Sharpless, Norman (NIH/NCL) [&]; Doroshow, James (NIH/NCI) (EJ; Baker, 
Rebecca (NIH/OD) (E] 

Ce: McManus, Avanna (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; Sapaula, Tessa (NIH/NCI) [C]; Pak, Hannah 
(NIH/NCD) [E1; is 5 ; Melencio, Cheryl (FNIH) [1] 

Subject: Materials for the PACT NIHINCI Update - April 17th 

Date: Friday, April 13, 2018 4:29:52 PM 


Attachments: EC Meeting 041918 v3.opt: 
PACT EC Q1 Meeting 041918 Agenda-vF.doc 


Dear NIH and NCI PACT Colleagues, 

Thank you so much for working with us to arrange a new time for our usually monthly update. 
Given we have moved this meeting up so it takes place before our first PACT quarterly EC call, we 
thought it would be best to focus our discussion on Tuesday evening on the agenda (and if needed 
the slides) for the EC meeting planned for Thursday night (April 19) from 7-8 pm ET. We thought it 
would be best to get this team’s thoughts on the agenda before we distributed it to the wider group. 
The agenda and the suggested slides are attached to this email for your review. Please let us know if 
you have any suggestions ahead of our meeting on Tuesday. Otherwise, we can discuss them on the 
call, 

Also, please let us know if you have any other topics you feel we need to address in our Tuesday 
meeting other than the EC meeting. We would be happy to add them to our discussion plans. 

As always, if you have any questions, please do not hesitate to reach out to David or myself. 

Thanks, 

Stacey 

Stacey J. Adam, PhD 

Scientific Program Manager, Cancer 

Foundation for the National Institutes of Health 

Direct: (301) 435-8364 | Mobile: 


fnih.org 
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ASCO PACT JSC Coordination Forum - June 2, 6:30-8:30 PM CST ] 


EC Meetings 

Meeting 2 Monday, June 11, 2018 7-8 pm ET 
8-10 am ET 
Tuesday, December 18, 2018 — Extended EC Meeting 7-8:30 pm ET 


Meeting 3 Friday, September 14, 2018 — Face-to-Face 


Meeting 4 
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ASCO PACT JSC Coordination Forum - June 2, 6:30-8:30 PM CST 


EC Meetings 
Meeting 2 Monday, June 11, 2018 7-8 pm ET 


Meeting 3 Friday, September 14, 2018 — Face-to-Face 8-10 am ET 
Meeting 4 Tuesday, December 18, 2018 — Extended EC Meeting 7-8:30 pm ET 
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From: 


(NIHINCD (61; 


Subject: Materials for the Q1 2018 PACT Executive Committee Meeting 
Date: Wednesday, April 18, 2018 6:13:41 PM 
Attachments: EC Meetina 041918 vF.odf 


PACT EC Ol Mestina 041918 Agenda-VF3.pdf 


Dear PACT Executive Committee Members, 

In preparation for our first EC meeting tomorrow night, please find attached the agenda and 
presentation slides. We look forward to speaking with you as a group for the first time, providing an 
update on PACT, and beginning some strategic discussions about the partnership. For the meeting, 
we will plan to have a WebEx for those who can join to view the slides along with us, but for those 
who will not be at their computers, the slides are attached here in pdf format for easy printing. 

For those utilizing the WebEx, we do recommend that you call in from a separate phone versus 
using the Voice-Over-IP (VOIP) function from your computers, as the VOIP function has caused 
issues for some in the past. The information for the WebEx and the teleconference line are below. 
Please do not hesitate to contact me if you need assistance or you have questions. 

We look forward to speaking with all of you tomorrow night, April 19" from 7-8 pm EDT. 

Thanks, 

Stacey 


When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) 
Eastern Time (US & Canada). 


Teleconference Line: J) 
Access Code: |) 


Join WebEx meeting 
Meeting number (access code): BIE) 
ee word 


Join by phone 
HD ©2115 101! number (u 


(Canada) 


If you are a host, go here to view host information. 


Stacey J. Adam, Ph.D. 
Scientific Program Manager, Cancer 
Direct: (301) 435-8364 | Mobile: 
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PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018— Face-to-Face 8-10.am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 
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Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018— Face-to-Face 8-10.am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 
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From: Adam, Stacey (FNIH) [7] 
To: Axel Hoos; Collins, Francis (NIH/OD) [&]; Doroshow, James (NIH/NCI) [&]; Edith Perez; Hudson, Thomas J ; 


Subject: Q2 2018 PACT Executive Committee Meeting 


~- Do not delete or change any of the following text. ~ 


Join WebEx meeting, 
Meeting number (access code): 


Meeting password{iib) 


Join by phone 
Call-in toll number (US/Canada) 


ilobal call-in numbers) 


ar jon he meting? ESS 
If you ae «host, 4 hee ELE) to view host insormation, 
IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be 


discoverable in a legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss 
your concerns with the host or do not join the session, 
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From: Adam, Stacey (FNIH) [7] 
To: Ann Rabuttinio; Delgado, Laureen; Juliane Curmi; McManus, Avanne (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; 


10); Sharpless, Norman (NIH/NCI) [E]; Wholley, David (FNIH) [1] 
Subject: Q4 PACT Extended Executive Committee Meeting 


Dear PACT EC Members, 

Please hold this time for the Q4 Executive Committee meeting. 
‘Thanks, 

Stacey 

Stacey J. Adam, PhD 

Scientific Program Manager, Cancer 

Foundation for the National Institutes of Health 


Direct: (301) 435-8364 | Mot 
<inyoke://| default0,eyJ Lemkit 


Me en skatce4.TeeMTAILCIKYxRjiSORNADITa24NCKUOTFRackI UQUEIR==P> 
fnih.ong 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 


== Do not delete or change any of the following text. -~ 


Join WebEx meeting| 
Meeting number (access 


Meeting password: (5) 


Join by phone 
Call-in toll number (US/Canada) 
‘in numbers| 


Can't join the meting? [TCS] 
IF you ae host, go heii NNT} to view host intormation. 


IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be 
discoverable in a legal matter, By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss 
your concerns with the host or do not jain the session. 
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From: Adam, Stacey (FNIH) [7] 

To: Axel Hoos; Collis, Francis (NIH/OD) [6]; Doroshow, James (NIH/NCD {E1; Ealth Perez; Hudson, Thomas J; 
Jeff (NIHK/NCT) [E1; 

Ce: Ann Rabuttinio; Delgado, Laureen; Juliana Curmi; McManus, Avanna (NIH/OD) [E]; Melencio, Cheryl (FNIH) [1]; 


‘Subject: RE: Initial obo Qt 2018 PACT Executive Committee Meeting 
Date: Wednesday, May 9, 2018 11:28:39 AM 


Attachments: 


Dear PACT EC Members and JSC Co-Chairs, 

Once again, thank you for a very productive first quarter meeting for PACT. As promised, please find 
attached the full summary and action items from the meeting. We ask that you review and let us 
know if you have any additions or amendments to this document. We will ask for their ratification at 
the next meeting, 

As a brief follow-up, we have since this meeting shared your feedback with the JSC and its Working 
Groups, and they were both amenabe to the thoughts of the EC and have worked to incorporate 
them into the revised trial selection process. In addition, the JSC Patient Advocate members have 
been informed of their promotion to voting status, and they were most excited to see this 
development. 

Thank you again for all your time and input. We look forward to hearing you all again on our second 
quarterly call on June 11, 2018. 

Kind regards, 

Stacey 

Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 


Direct: (301) 435-8364 | Mobile: LO} 

From: Adam, Stacey (FNIH) [T] 

Sent: Monday, April 23, 2018 6:01 PM 

To: Axel Hoos ; Collins, Francis (NIH/OD) [E] ; Doroshow, James (NIH/NCI) [E] ; Edith Perez ; Hudson, 
Thomas J; Marks, Peter (FDA/CBER) ; Nancy Roach ; Pazdur, Richard (FDA/OC) ; Sharpless, Norman 
(NIH/NCI) [E] ; Abrams, Jeff (NIH/NCI) [E] ; Hammerman, Peter 

Cc: Ann Rabuttinio ; Delgado, Laureen ; Juliana Curmi ; McManus, Ayanna (NIH/OD) [E] ; Melencio, 
Cheryl (FNIH) [T] ; Pak, Hannah (NIH/NC\) [E] ; Sapaula, Tessa (NIH/NCI) [C] ; Togashi, Mieko 
(NIH/NCI) [E] ; Wood, Gretchen (NIH/OD) [E] ; Peterson-Klaus, Jenny (FNIH) [T] ; Wholley, David 
(FNIH) [7]; (NIG ; Jennifer McCulley ; Mary (NIH/NCI) Louden [E] 
0] 


Subject: Initial Follow-up: Q1 2018 PACT Executive Committee Meeting 

Dear PACT EC Member and JSC Co-Chairs, 

Thank you again for a very productive first EC meeting last Thursday night. 

While | will be following up with a full meeting summary and action items, | wanted send out a short 
list of decisions made and action items to be addressed in the short-term. Please see the list below 
and let me know if you have any amendments. 

Decisions Made: 
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Partnerships for Accelerating Cancer Therapies (PACT) 
Executive Committee Meeting 
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HEARS hora 
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Teleconference Meeting Minutes 


Participants 

Jeff Abrams (NIH/NCI), Stacey Adam (FNIH), Francis Collins (NIH/OD), James Doroshow (NIH/NCI), Thomas Hudson 
(AbbVie), Peter Marks (FDA/CBER), Edith Perez (Genentech), Jenny Peterson-Klaus (FNIH), Nancy Roach (Fight CRC), 
Norman Sharpless (NIH/NCI), Larry Taback (NIH/OD), David Wholley (FNIH) 
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ame 
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Thanks, 


Stacey 

Stacey J. Adam, Ph.D. 

Scientific Program Manager, Cancer 

Direct: (301) 435-8364 | Mobile: 

-----Original Appointment----- 

Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 

When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & Canada). 
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Partnerships for Accelerating Cancer Therapies (PACT) 
Executive Committee Meeting 
Thursday, April 19, 2018 
7:00 — 8:00 pm ET 


HEARS hora 
Treatment 


Teleconference Meeting Minutes 


Participants 

Jeff Abrams (NIH/NCI), Stacey Adam (FNIH), Francis Collins (NIH/OD), James Doroshow (NIH/NCI), Thomas Hudson 
(AbbVie), Peter Marks (FDA/CBER), Edith Perez (Genentech), Jenny Peterson-Klaus (FNIH), Nancy Roach (Fight CRC), 
Norman Sharpless (NIH/NCI), Larry Taback (NIH/OD), David Wholley (FNIH) 


NIH - 006201 


NIH - 006202 


ey 


NIH - 006203 


From: Adam, Stacey (FNIH) [7] 


To: Collins, Francis (NIH/OD) [=] 
‘Subject: RE; Materials for the PACT NIH/NCI Update - April 17th 
Date: Monday, April 16, 2018 11:59:10 AM 


Thank you, Dr. Collins. 

Stacey J. Adam, Ph.D. 

Scientific Program Manager, Cancer 

Direct: (301) 435-8364 | Mobile: 

From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 15, 2018 5:54 PM 

To: Adam, Stacey (FNIH) [T] ; Sharpless, Norman (NIH/NCI) [E] ; Doroshow, James (NIH/NCI) [E] ; 
Baker, Rebecca (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E] ; Wood, Gretchen (NIH/OD) [E] ; Sapaula, Tessa (NIH/NCI) [C] ; 
Pak, Hannah (NIH/NCI) [E] ; Peterson-Klaus, Jenny (FNIH) [T] ; Wholley, David (FNIH) [T] ; Melencio, 
Cheryl (FNIH) [T] 

Subject: RE: Materials for the PACT NIH/NCI Update - April 17th 

Looks like a good plan to me. 

FC 


From: Adam, Stacey (FNIH) [T] 

Sent: Friday, April 13, 2018 4:30 PM 

To: Collins, Francis (NIH/OD) [ENGI Sharpless, Norman (NIH/NC1) (E] 
OOF Doroshow, James (NIH/NCI) [E] 0H); Baker, 
Rebecca (NIH/OD) [E] (NEG 

Cc: McManus, Ayanna (NIH/OD) [E] (NE; Wood, Gretchen (NIH/OD) [E] 
ENG, Sapaule, Tessa (NIH/NC!) [C] SING Pak, Hannah 
(NIH/NC1) [E] SNE; Peterson-Klaus, Jenny (FNIH) [T] <jpeterson-kiaus@fnih.org>; 
Wholley, David (FNIH) [T] <dwholley@fnih.org>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 
Subject: Materials for the PACT NIH/NC! Update - April 17th 

Dear NIH and NCI PACT Colleagues, 

Thank you so much for working with us to arrange a new time for our usually monthly update. 
Given we have moved this meeting up so it takes place before our first PACT quarterly EC call, we 
thought it would be best to focus our discussion on Tuesday evening on the agenda (and if needed 
the slides) for the EC meeting planned for Thursday night (April 19) from 7-8 pm ET. We thought it 
would be best to get this team’s thoughts on the agenda before we distributed it to the wider group. 
The agenda and the suggested slides are attached to this email for your review, Please let us know if 
you have any suggestions ahead of our meeting on Tuesday. Otherwise, we can discuss them on the 
call. 

Also, please let us know if you have any other topics you feel we need to address in our Tuesday 
meeting other than the EC meeting. We would be happy to add them to our discussion plans. 

As always, if you have any questions, please do not hesitate to reach out to David or myself. 
Thanks, 

Stacey 

Stacey J. Adam, PhD 


Scientific Program Manager, Cancer 
Foundation for the National Institutes of Health 
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Direct: (301) 435-8364 | Mobile: G6 
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2017 Gold Stevie Award Winner for Organization of the Year 
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From: Adam, Stacey (FNIH) [7] 


Subject: RE: Updated Materials for Tonight’s Meeting: Qi 2018 PACT Executive Committee Meeting 
Date: ‘Thursday, April 19, 2018 7:02:36 PM 

Thanks, Axel, 

We appreciate you letting us know. 

Thanks, 

Stacey 


Stacey J. Adam, Ph.D. 

Scientific Program Manager, Cancer 

Direct: (301) 435-8364 | Mobile: G6 

From: Axel Hoos [mailto:axel.x.hoos@gsk.com] 

Sent: Thursday, April 19, 2018 6:59 PM 

To: Adam, Stacey (FNIH) [T] 

Ce: Collins, Francis (NIH/OD) [E] ; Doroshow, James (NIH/NCI) [E] ; Edith Perez ; Hudson, Thomas J ; 
Marks, Peter (FDA/CBER) ; Roach, Nancy ; Pazdur, Richard (FDA/OC) ; Sharpless, Norman (NIH/NCI) 
[E] ; Ann Rabuttinio ; Delgado, Laureen ; Juliana Curmi ; McManus, Ayanna (NIH/OD) [E] ; Melencio, 
Cheryl (FNIH) [T] ; Pak, Hannah (NIH/NCI) [E] ; Sapaula, Tessa (NIH/NCI) [C] ; Togashi, Mieko 
(NIH/NCI) [E] ; Wood, Gretchen (NIH/OD) [E] ; Peterson-Klaus, Jenny (FNIH) [T] ; Wholley, David 
(FNIH) [T] ; Abrams, Jeff (NIH/NCI) [E] ; Louden, Mary (NIH/NCI) [E] ; Hammerman, Peter ; 
ENN | Fennifer McCulley 

Subject: Re: Updated Materials for Tonight's Meeting: Ql 2018 PACT Executive Committee Meeting 
Dear PACT EC members and Stacey, 

Unfortunately, this meeting interferes with a previously scheduled meeting, which i cannot skip. My 
apologies for realizing this conflict too late. 

| will catch up with Stacey afterwards. 

Kind regards, 

Axel 


Sent from my iPhone 


On Apr 19, 2018, at 2:13 PM, Adam, Stacey (FNIH) [T] <sadam@fnih.org> wrote: 
EXTERNAL 


— Meeting Info----- 

Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 

When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & 
Canada). 

Where: iin 

Hi PACT EC Members, 

We had to updated a few slides for tonight's meeting. Please use these if you are 
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not joining the WebEx this evening. 

Thanks, 

Stacey 

Dear PACT Executive Committee Members, 

In preparation for our first EC meeting tomorrow night, please find attached the 
agenda and presentation slides. We look forward to speaking with you as a group 
for the first time, providing an update on PACT, and beginning some strategic 
discussions about the partnership. For the meeting, we will plan to have a WebEx for 
those who can join to view the slides along with us, but for those who will not be at 
their computers, the slides are attached here in pdf format for easy printing. 

For those utilizing the WebEx, we do recommend that you call in from a separate 
phone versus using the Voice-Over-IP (VOIP) function from your computers, as the 
VOIP function has caused issues for some in the past. The information for the 
WebEx and the teleconference line are below. Please do not hesitate to contact me 
if you need assistance or you have questions. 

We look forward to speaking with all of you tomorrow night, April 19th from 7-8 pm 
EDT. 

Thanks, 

Stacey 


Meeting number 


Meeting password: 


Join by phone 


ST €2-in toll number (Us/canaday 


Ost informatios 


f you are a hos to vi 


GSK monitors email communications sent to and from GSK in order to protect GSK, our 
employees, customers, suppliers and business partners, from cyber threats and loss of GSK 
Information. GSK monitoring is conducted with appropriate confidentiality controls and in 
accordance with local laws and after appropriate consultation. 
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From: Sepulveda, Dorina (FNIH) [1] 


To: Collins, Francis (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E] 

Subject: UPDATED AGENDA: FNIH Extraordinary Board Meeting; March 16 @ 9am 
Date: Wednesday, March 14, 2018 5:01:54 PM 

Attachments: Board Meeting Agenda - March 16 2018 final (003).ndf 


Dear Dr. Collins, 
Attached please find the following documents for the FNIH Board meeting on Friday, 
March 16, 2018: 
e Updated Agenda 
e Updated Attendees List 
¢ Guest Bios (FNIH Board of Directors Bios can be accessed here) 
« Executive Summary of the Project Working Paper (Draft & Confidential) 
¢ Letter from Dr. Larry Tabak requesting the Board's consideration of the Partnership 
Thank you, we look forward to seeing you! 
Dorina 
Dorina Septlyeda 
Executive Assistant to the President 
Foundation for the National Institutes of Health 
(301) 443-1811 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
2017 Gold Stevie Award Winner for Organization of the Year 
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SFNIH 


Foundation for the 
National Institutes of Health 


Extraordinary Board of Directors Meeting 
Friday, March 16, 2018 
FNIH Offices: 11400 Rockville Pike, Suite ll, North Bethesda, Maryland 
Note. All Times Eastern Daylight time 


Callin numb: ON Pasco NS 
join WebEx meeting Password: RO 


Global call-in numbers 
AGENDA 

8:15 am Continental Breakfast 
9:00 am Call to Order, Welcome and Overview Dr. Freire/Dr. Paul 
9:10 am Framing the Challenges of the Opioid’s Crisis Dr. Schuchat 
9:30 am Enlisting Science to Help End the Opioid Crisis: Dr. Collins 

Strategy for a Public-Private Partnership 
9:50 am FNIH Role Dr. Freire 
10:05 am Ethical Perspective and Reputational Risk Dr. Moreno/ Dr. Caplan 
10:25 am Other Considerations Guests 
11:10 am Discussion Dr. Paul 
11:30 am Executive Session Dr. Paul 
12:30 pm Adjourn Dr. Paul 
Guests: 


Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Metyl Comer, President & CEO, Geoffrey Bean Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Carrie D. Wolinetz, Director, Office of Science Policy, NIH. 


Joining Remotely: 


Dr. Arthur Caplan, Drs, William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Carolyn Mazute, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale University 


Professor Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 
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SFNIH 


Foundation for the 
National Institutes of Health 


ATTENDEES 
ENIH Board of Directors 
In Person Joining Remotely 
Mrs. Buffy Cafritz e = Mrs. Deeda Blair 
Dr. Maria Freire e Dr. Kathy Bloomgarden 
Dr. Tim Insel e Dr. Edison Liu 
Dr. Judy Kovler e = Mr. Joel Marcus 
Dr. Ron Krall e = Mr. Steve Mayer (Tentative) 
Dr. Marty Murphy e Mr. Paul Montrone 
Dr. Steve Paul e Mr. Fred Seigel 
Dr. Ellen Sigal e Dr. Sol Snyder 
Ms. Nina Solarz e Dr. Sam Thier 


GUESTS 


In Person 

Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Metyl Comer, President & CEO, Geoffrey Bean Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Carrie Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely 
Dr. Arthur Caplan, Drs. William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 


Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale Univ 


Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 


ENIH Sr. Staff 


Mr. Francisco Gonzalez - Cos e Ms. Abbey Meltzer 
Mr. Don Hill e Mr. David Wholley 
Mr. Kevin Klock e Ms. Julie Wolf-Rodda 


NIH - 006210 


Guest Biographies 
=~» LANCED. BULTENA, HOGAN LOVELLS, SENIOR COUNSEL, WASHINGTON, DC 


Lance Bultena helps clients improve business outcomes by helping them to understand 
the regulatory and public policy environment in order to stay ahead of developments in 
these areas. With a deep understanding of economic issues and a background in 
regulation and public policy, Lance helps clients evaluate the impact of public sector 
developments on businesses, develop strategics to optimally manage that impact, and 

then beneficially influence regulatory and legislative outcomes. In this process, Lance normally works with a 
client's legal and public policy teams as well as the senior executives. 


Lance is a graduate of Harvard Law School; he earned both a Doctorate in Politics (D. Phil., the equivalent of 
a U.S. Ph.D,) and a Masters in Economics (M.Phil,) while attending Oxford University as a Rhodes Scholar. 
a graduate of the University of South Dakota. 


ARTHUR L. CAPLAN, PH.D., IS THE DRS. WILLIAM F. AND VIRGINIA CONNOLLY 
MITTY PROFESSOR OF BIOETHICS AT NEW YORK UNIVERSITY'S LANGONE 
] MEDICAL CENTER. 


by Dr. Caplan is currently the Drs. William F and Virginia Connolly Mitty Professor and 

} founding head of the Division of Medical Ethics at NYU School of Medicine in New 
York City. Prior to coming to NYU School of Medicine, Dr. Caplan was the Sidney D. Caplan Professor of 
Bioethics at the University of Pennsylvania Perelman School of Medicine in Philadelphia, where he created 
the Center for Bioethics and the Department of Medical Ethics. Caplan has also taught at the University of 
Minnesota, where he founded the Center for Biomedical Ethics, the University of Pittsburgh, and Columbia 
University. He received his Ph.D. from Columbia University. 


He is currently the ethics advisor to the U.S. Department of Defense DARPA program on synthetic biology, 
a member of the University of Pennsylvania’s External Advisory Committee for its Orphan Disease Center, a 
member of the Ethics and Ebola Working Group of the World Health Organization and an advisor to the 
National Institutes of Health on organ transplantation. 


FRANCIS S. COLLINS, M.D., PH.D. DIRECTOR, NATIONAL INSTITUTE OF 
HEALTH 


Francis S. Collins, M.D., Ph.D. was appointed the 16th Director of the National 
Institutes of Health (NIH) by President Barack Obama and sworn in on August 17, 
2009. On June 6, 2017, President Donald Trump announced his selection of Dr. Collins: 
to continue to serve as the NIH Director. In this role, Dr. Collins oversees the work of 
the largest supporter of biomedical research in the world, spanning the spectrum from basic to clinical 


research, 


Dr. Collins is 2 physician-geneticist noted for his landmark discoveries of disease genes and his leadership of 
the international Human Genome Project, which culminated in April 2003 with the completion of a finished 
sequence of the human DNA instruction book. Prior to his appointment as NIH Director, he served as 
director of the National Human Genome Research Institute at NIH from 1993-2008 
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MERYL COMER, PRESIDENT & CEO, GEOFFREY BEENE FOUNDATION 
ALZHEIMER’S INITIATIVE 


Meryl Comer is President and CEO of Geoffrey Beene Foundation Alzheimer's Initiative, 
which ptomotes early diagnosis, virtual innovation challenges, m-health technologies and 
national public service campaigns like Geoffrey Beene’s Rock Stars of Science. A co- 
founder of Women Against Alzheimet’s, she is the recipient of the 2015 Alzheimer Drug 
Discovery Foundation “Great Ladies” Award, the 2015 International Book Award for Slaw Dancing with a 
Stranger: Lost and Found in the Age of Alzheimer’s, the 2014 Wertheim Global Medical Leadership Award (FIU), 
the 2007 Proxmire Award and the 2005 Shriver Profiles in Dignity Award. Ms. Comer has provided 
testimony before Congress on behalf of the Alzheimer's Association and served on the 2008 Alzheimer's 
Study Group, charged with presenting a National Strategic Plan to Congress in March 2009. 


An Emmy-award winning reporter, veteran TV producer and business talk show host, Meryl Comer was one 
of the first women in the early 1980's to host a nationally syndicated TV debate show to specialize in business 
news as it relates to public policy. 


VicTORJ. DzAu, M.D., PRESIDENT, NATIONAL ACADEMY OF MEDICINE 


Dr Victor J. Dzau is the President of the National Academy of Medicine (NAM), 
formerly the Institute of Medicine (IOM) in the United States. In addition, he serves as 
Vice Chair of the National Research Council. Dr. Dzau is also James B. Duke Professor 
of Medicine and Chancellor Emeritus at Duke University and the past President and 
CEO of the Duke University Health System. Dr. Dzau serves as Senior Advisor at 
Kearny Venture Partners and has been the Senior Scientific Advisor of Chondrogene Ltd. 
since January 2004. Dzau is a trailblazer in translational research, health innovation, and global health care 


strategy and delivery. 


Dr. Dzau graduated from McGill University, Faculty of Medicine in 1972 and specializes in cardiology. He is 
a member of the National Academy of Medicine, The American Academy of Arts and Sciences, and the 
European Academy of Sciences and Arts. He was the previous Chairman of the National Institutes of Health 
(NIH) Cardiovascular Disease Advisory Committee. 


CAROLYN M. MAZURE, PH.D., NORMA WEINBERG SPUNGEN AND JOAN LEBSON 
BILDNER PROFESSOR IN WOMEN'S HEALTH RESEARCH AND PROFESSOR OF 
PSYCHIATRY AND PSYCHOLOGY, YALE UNIVERSITY 


Carolyn M. Mazure is a Professor of Psychiatry and Psychology. She created and directs 
Yale's research program on health and gender, Women's Health Research at Yale, which 
initiates and supports innovative studies on women's health and translates findings into practice. Professor 


Mazure's research focuses on the development of models for understanding depression and addictive 
disorders, with a special emphasis on gender-based analyses. 


Born in New York, Dr. Mazure earned a B.A, from the State University of New York and a Ph.D. from The 
Pennsylvania State University. She came to New Haven, Connecticut, to train as a clinical psychology intern 
at the Yale University School of Medicine and would eventually become the school’s Chief Psychologist and 
Professor of Psychiatry. 
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JONATHAN D. MORENO, PH.D., PENN INTEGRATES KNOWLEDGE (PIK) 
PROFESSOR, DAVID & LYN SILFEN UNIVERSITY PROFESSOR, PROFESSOR OF 
MEDICAL ETHICS & HEALTH POLICY, PERELMAN SCHOOL OF MEDICINE 
UNIVERSITY OF PENNSYLVANIA. 


Dr. Moreno is the David and Lyn Silfen University Professor and Professor of Medical 
Ethics and the History and Sociology of Science at the University of Pennsylvania. He is 
one of fourteen Penn Integrates Knowledge professors and is a Senior Fellow at 

the Center for American Progress. Dr. Moreno served on the Obama-Biden Transition Project in 2008 as 
the Director of the Department of Health and Human Services Agency Review for Bioethics. 


Dr. Moreno is a senior advisor for the Presidential Commission for the Study of Bioethical Issues, and served 


on the senior staff of the Clinton Administration’s National Bioethics Advisory Commission and 
the Advisory Committee on Human Radiation Experiments. He is an elected member of the Institute of 


Medicine (now the National Academy of Medicine) of the National Academy of Sciences and is the U.S. 
member of the UNESCO International Bioethics Committee. 


SHARON REIS, FOUNDER AND PRINCIPAL THE REIS GROUP 


Sharon Reis is a 25-year veteran of the public relations industry who has long been 
dedicated to representing top-tier clients in health, healthcare, science, and social 
\ | issues. Ms. Reis recently founded The Reis Group, which was named one of the best new 
se : A PR agencies of the year, following 18 successful years as co-founder and partner at 
GYMR Public Relations in Washington, D.C. 


Sharon is a communications and marketing faculty member of Duke University’s Leadership Program in 
Integrative Healthcare. She also serves on the Communications Advisory Board at the University of 
Massachusetts. Prior to founding The Reis Group and GYMR, she worked at Fleishman Hillard, Milton 
Bradley Company, and WWLP, the NBC Affiliate in Springfield, MA. She earned her MA from the 
University of Hartford and a BA from the University of Massachusetts Amherst. 


R. ANNE SCHUCHAT, M.D. ACTING DIRECTOR, CENTERS FOR DISEASE 
CONTROL AND PREVENTION 


Dr. Anne Schuchat, M.D., is the acting director for the Centers for Disease Control and 
Prevention (CDC) and acting administrator of the Agency for Toxic Substances and 
Disease Registry (ATSDR). Dr. Schuchat has been CDC’s principal deputy director 
since 2015, and she also led CDC as acting director from January-July of 2017. She 
began her public health career in 1988 when she came to CDC as an Epidemic Intelligence Service officer. 
She served as the director of CDC’s National Center for Immunization and Respiratory Diseases from 2006- 
2015. Other CDC leadership posts include: acting director of the Center for Global Health (2012-13), acting 
director of the National Center for Infectious Diseases (2005), and chief of the Respiratory Diseases Branch 
(1998-2005). 


Her contributions have been recognized by receipt of USPHS Meritorious Service Medals, the American 
Public Health Association’s Maternal and Child Health Young Investigator Award, the USPHS Physician 
Research Officer of the Year, and an Honorary Doctorate in Science from Swarthmore College. Dr. 
Schuchat graduated with highest honors from Swarthmore College and with honors from the Geisel School 
of Medicine at Dartmouth and completed her residency and chief residency in internal medicine at NYU’s 
Manhattan VA Hospital 
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Dr. CARRIE D. WOLINETZ , ACTING CHIEF OF STAFF AND THE ASSOCIATE 
DIRECTOR FOR SCIENCE POLICY AND DIRECTOR OF THE OFFICE OF SCIENCE 
POLICY (OSP) AT THE NATIONAL INSTITUTES OF HEALTH (NIH). 


As leader of OSP, she advises the NIH Director on science policy matters of 


ignificance to the agency, the rescarch community, and the public, on a wide range of 
issues including human subjects protections, biosecurity, emerging biotechnologies 
ranging from stem cells to gene editing, data sharing, regenerative medicine, the organization and 
management of NIH, and the innovation polices related to NIH-funded research. 


Prior to joining NIH, Dr. Wolinetz worked on biomedical research policy issues as the Deputy Director for 
Federal Affairs at the Association of American Universities (AAU) and the Director of Scientific Affairs and 
Public Relations at the Federation of American Societies for Experimental Biology (FASEB). She also served 
as the President of United for Medical Research, a leading NIH advocacy coalition. Outside of NIH, Dr. 
Wolinetz teaches as an Adjunct Assistant Professor at Georgetown University in the School of Foreign 
Service’s program on Science, Technology & International Affairs. 


She has a BS in animal science from Cornell University, and she received her PhD in animal science from ‘The 
Pennsylvania State University, where her area of research was reproductive physiology. 
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Sé Z DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 


National Institutes of Health 
Bethesda, Maryland 20892 


February 23, 2018 


Maria C. Freire, Ph.D. 

President and Executive Director 

Foundation for the National Institutes of Health 
11400 Rockville Pike, Suite 600 

North Bethesda, Maryland 20852 


Dear Dr. Freire: 


Thank you for the strong support of the Foundation for the National Institutes of Health (FNIH) 
in partnering with NIH to rapidly advance our efforts to address the opioids epidemic, a public 
health crisis which is devastating our nation. One critical part of NIH’s response to this crisis is 
a research partnership with private sector companies to both address the immediate needs of 
solving the opioids addiction and overdose problem, as well as a longer-term focus on 
developing non-addictive, effective pain medications. FNIH has been a crucial partner in 
helping NIH work with industry to develop a compelling scientific blueprint for that partnership. 


As the work over the past year has progressed, the public dialogue around this crisis has evolved. 
In particular, serious questions have been raised about the role played by companies that 
produce, market, or distribute opioid medications. Legal actions are being taken by several 
states and communities, arguing that some companies contributed to the current epidemic with 
marketing strategies that served to increase their profits. While some of these companies have 
expressed a strong interest in contributing to a research partnership with NIH, the ethics of their 
participation in the partnership has been called into question. 


NIH believes that it could be appropriate for these companies to play a role in funding this 
research partnership, provided that governance of the partnership includes an unambiguous 
firewall that excludes companies with equities in opioids manufacturing or distribution from any 
decision making related to the research direction, conduct and oversight of the research, or 
reporting of the research results. To ensure that NIH is considering all ethical issues, potential 
conflicts, and appropriate governance mechanisms, Dr. Collins has asked a working group of his 
national Advisory Committee (the Advisory Committee to the NIH Director [ACD]) to examine 
this complex problem and make recommendations to the ACD in late March or early April. 

The final recommendations by the ACD on the subject will inform NIH’s final decision about 
moving the partnership forward. 
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In parallel, I write to ask you to consider discussing this partnership with your Board. 

I recognize this is a deviation from the normal process of submitting a Request for Collaboration 
(RFC) that has been approved by the NIH-FNIH Steering Committee. Nonetheless, I believe it 
would be helpful to begin this discussion early, so we can have some indication of the 
boundaries surrounding the role of FNIH in this potential partnership. Once we have guidance 
from our ACD, and upon further discussion with you, we will, of course, put together an RFC for 
implementation through the normal Steering Committee process. 


FNIH has been, and continues to be, an essential partner for NIH in supporting the science that 
improves human health. Given the urgency of the current health crisis, I hope we can forge a 
successful pathway forward in the next phase of the public-private partnership on opioids. 


awrence A, Tabak, D.D.S. 
Principal Deputy Director 


oes Francis Collins, M.D., Ph.D. 
Carrie Wolinetz, Ph.D. 
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ATTENDEES 
ENIH Board of Directors 
In Person Joining Remotely 
Mrs. Buffy Cafritz e = Mrs. Deeda Blair 
Dr. Maria Freire e Dr. Kathy Bloomgarden 
Dr. Tim Insel e Dr. Edison Liu 
Dr. Judy Kovler e = Mr. Joel Marcus 
Dr. Ron Krall e = Mr. Steve Mayer (Tentative) 
Dr. Marty Murphy e Mr. Paul Montrone 
Dr. Steve Paul e Mr. Fred Seigel 
Dr. Ellen Sigal e Dr. Sol Snyder 
Ms. Nina Solarz e Dr. Sam Thier 


GUESTS 


In Person 

Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Metyl Comer, President & CEO, Geoffrey Bean Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Carrie Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely 
Dr. Arthur Caplan, Drs. William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 


Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale Univ 


Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 


ENIH Sr. Staff 


Mr. Francisco Gonzalez - Cos e Ms. Abbey Meltzer 
Mr. Don Hill e Mr. David Wholley 
Mr. Kevin Klock e Ms. Julie Wolf-Rodda 
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SFNIH 


Foundation for the 
National institutes of Health, 


Extraordinary Board of Directors Meeting 
Friday, March 16, 2018 
FNIH Offices: 11400 Rockville Pike, Suite ©. North Bethesda, Maryland 
Note: All Times Eastern Daylight time 


Callin numb: OH Passo ONS 
join WebEx meeting Password: IO 


Global call-in numbers 
AGENDA 

8:15 am Continental Breakfast 
9:00 am Call to Order, Welcome and Overview Dr. Freire/Dr. Paul 
9:10 am Framing the Challenges of the Opioid’s Crisis Dr. Schuchat 
9:30 am Enlisting Science to Help End the Opioid Crisis: Dr. Collins 

Strategy for a Public-Private Partnership 
9:50 am FNIH Role Dr. Freire 
10:05 am Ethical Perspective and Reputational Risk Dr. Moreno/ Dr. Caplan 
10:25 am Other Considerations Guests 
11:10 am Discussion Dr. Paul 
11:30 am Executive Session Dr. Paul 
12:30 pm Adjourn Dr. Paul 
Guests: 


Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Metyl Comer, President & CEO, Geoffrey Bean Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Carrie D. Wolinetz, Director, Office of Science Policy, NIH. 


Joining Remotely: 


Dr. Arthur Caplan, Drs, William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Carolyn Mazute, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale University 


Professor Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 
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